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PROCEEDINGS 

THE VIDEOGRAPHER: Today is March 23, 2000. The 
time is 9:35 a.m. Would the court reporter please swear in 
the witness. 

Whereupon, ALEXANDER ,W. SPEARS, III, Ph.D., having been first 
duly sworn, was examined and testified as follows: 

E VIDEOGRAPHER: Counsel will now introduce 
themselves the record. 

EFTER: Michael Hefter from Dewey Ballantine 

e BlueCross And BlueShield plaintiffs. 

ARBERRY: Paul Carberry from Dewey Ballantine 

e plaintiffs. 

ROWN: Brian M. Brown from The Law Office of 

s, representing the plaintiffs in The National 
s case. 

RT^ LLINDER: William AlUnder from Shook, Hardy & 

Bacon, for Lorillard Tobacco Company. 

LARK: Jamie Clark, Shook, Hardy & Bacon, for 

Lorillard Tobacco Company. 

MR. REILLY: John Reilly, associate general counsel 
or Lorillard Tobacco Company. 

EXAMINATION BY COUNSEL FOR PLAINTIFFS 
BLUE CROSS AND BLUE SHIELD OF NEW JERSEY, INC., ET AL. 

BY MR. HEFTER: 

Q. Dr. Spears, we introduced ourselves off the record 



on behalf 


on 


Peter G,. 
Asbestos 


INTERIM COURT REPORTING 
(212) 490-3430 


ary.ucsf.edfi/ii 


'.industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1112 





8 


■ 

i V 1 ** 

I . > - 

*r" * ■ 

& - 














'£- : i a few minutes ago. My name is Michael Hefter, from the law 

firm of Dewey Ballantine, and we represent the plaintiffs in 
the BlueCross And BlueShield of New Jersey case. The reason 
why I say the BlueCross And BlueShield of New Jersey case is 
because you may be familiar with a case that was pending a 
year or two back in Minnesota that was brought on behalf of 
BlueCross |^d BlueShield of Minnesota, is that correct? 

A. Fes ^correct. 

Q. use -- I will try to during the course of 

the deposi^^^^to use BlueCross And BlueShield of New Jersey 
so you canyKyj^p it clear in your mind that we are talking 
abouj^fehis^^^icular case and not about the State of 

a ^^gueCross And BlueShield of Minnesota case. I 
know you h^m^feen deposed before and you have testified at 

ut just a few ground rules. 

1 be asking you questions and Mr. Allinder may 
e to time. Unless he instructs you not to 
go ahead and answer the question. I will try 
l^^not to talk over you, if you can try not to talk over me. 
2^^^That would be greatly appreciated. If you need a break at 
2 t2s ny P er ^ oc ^ °f just let me know and we'll be amenable 

22 and reasonable to letting you taking a break. 

23 A. All right. 

24 Q. You are currently the chairman of the Lorillard 

25 Tobacco Company, is that correct? 
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A. That's correct. 

Q. When did you become the chairman of Lorillard 
Tobacco Company? 

A. The beginning of this year. I was chairman and 
chief executive officer before that. 

Q. When was the first time you became the chairman of 
the board pf directors of Lorillard Tobacco Company? 

A. P^Cedieve it was January 1, 1995. 

Q. take it from your earlier answer that at some 

point you ji^jfliquished the post of chief executive officer of 
the company? 

past January. 

1 §. it be fair to say that as of January 1, 2 000, 
ective date of your 
that's correct. 

is the current chief executive officer of 
co Company? 

|n Orlowski. 

MR. HEFTER; What I would like to do now is mark 
Dr. Spears' expert report in this case as Spears Exhibit No. 
1 . 

(Exhibit No. 1 marked for identification.) 

BY MR. HEFTER: 

Q. You can take a minute to look at the document. 

A. Yes. 
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Q. Have you seen this document before. Dr. Spears? 

A. Yes, I have. 

Q. When was the last time that you read this 
particular document? 

A. I looked at it yesterday. 

Q. And that would be — would it be fair to say that 
was in preparation for your deposition today? 


tat’s correct. 




i was he an 


le just go back for a second. Mr. Orlowski, 
)yee of the company prior to becoming chief 



executive bfficer of the company? 


4 he was. 



Tobacco Co 





responsibi 



ong has he been in the employ of Lorillard 


ten years. 

u have any current day-to-day management 
s at Lorillard? 

I have some general responsibilities. 


Q. Can you describe those for me? 

A. Yes, I have been maintaining awareness of the 
scientific literature as it relates to smoking and health. I 
have continued my relationships in the community with respect 
to charitable giving. I am a member of various organizations 
and represent the company at those organizations, such as the 
chamber of commerce, chair of the United Way campaign, 
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various community activities. 

Q. Any other responsibilities that you can think of? 

A. Well, I review reports, sales information, 
manufacturing information, inventory levels, and if I have 
concerns, X discuss them with Martin Orlowski. 

- Q. How often does the board of directors of Lorillard 
meet? 

meet quarterly. 

was the last time that the board of directors 
t? 

't have the exact date, but I believe it was 
.ink it was February of this year. 

0? 

Lorillard, 

A. 

generally, ^ 

Q. How do you report to Loews Corporation? 

A. we generally bring the results of our meetings, 
declaration of dividends, that sort of thing. 

Q. In your capacity as the chief executive officer at 
Lorillard, when you were the chief executive officer, did you 
have reporting obligations to Loews Corporation? 

A. Yes, I had a reporting obligation as any 
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shareholder, to a shareholder, Loews being our single 

shareholder. 

Q. How would you report to Loews Corporation? Would 
that be in meetings, written reports? 

A. They were verbal meetings, verbal discussions and 



meetings. 


with? 


d those verbal meetings, who did they take place 






Lorillard 


:owned subs 



Tisch. 

Hi&yp^position does Mr. Tisch hold? 

le is a member of the management committee of 


s he have any management responsibility at 


:CO Company? 
e does not. 

,did Lorillard Tobacco Company become a wholly 
^y of Loews, to the best of your recollection? 
I Lorillard was acquired by Loews in 1969, I 





^guess, and it was a division at that time of Loews Theatres, 

s and I can't remember the exact date it became Lorillard, 

! 

|Inc., and now Lorillard Tobacco Company is a subsidiary of 
Lorillard, Inc., which in turn is a subsidiary of Loews. 

Q. You indicated before that one of your 
responsibilities was maintaining awareness of scientific 
literature relating to smoking and health? 
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A. Yes, that's correct. 

Q. How do you maintain your awareness of the 
scientific literature relating to smoking and health? 

A. Over the years I have read various abstracts, 
results of various abstracting services. Currently I receive 
reprints of articles in the literature that are selected in 
that they prelate to smoking and health. We have an internal 
library th^ maintains an awareness of the literature. 



^provides t 
| president 



:ind of information, as well as our senior vice 
:ience and technology provides information to 



techfWbgy 





|s the senior vice president of science and 


Coggins. 

. Coggins I presume it's Mr.? 


: Q. iKJeF'pr. Coggins select the reprints of the 

^articles tl^^^^ou review? 

I A. He provides me with copies of those that he is 

^interested in as another source of information. 

Q. Other than Mr. Coggins, is there another 
individual -- are there other individuals within Lorillard 
Tobacco Company that provide you with scientific articles? 
A. Yes. 

i2. Who are those individuals? 
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A. Dan Heck is another individual, Dr. Heck. 




Q. Any other individuals? 

A. Other than the library, no. 

Q. Do you have a direct contact person within the 
library with whom you communicate to get scientific 
literature? 





o is that person? 


ead of the library which is Larry 



Skladenowsl 



Q. £inc§ January 1, 2000, how many articles in the 


crenJtrrf ic 


and health 


reviewed a 





asbestos a 



irature have you reviewed relating to smoking 


't know. I didn't count them. I probably 
red or so. 

u recall the topics of any of those articles? 

I have generally reviewed articles on 
oking related to the subject of asbestos and 


smoking. I looked at a series that relates to generally 
fiber carcinogenesis beyond asbestos, mechanisms and so 
y|orth. I reviewed the IARC publication on fiber 
carcinogenesis. That's one that I recall. I reviewed an 
article which is a summary of the epidemiology on fibers in 
carcinogenesis, smoking, and the subject of synergy as it's 
described in the literature. 
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I. have reviewed articles recently on mesothelioma 
and on 40 virus. It's hard to remember everything that I 
looked at, but those are some subjects that came to mind. 

Q. Would it be fair to say that the articles that you 
reviewed relating to asbestos and fiber carcinogenesis were 
in connection for preparation for your deposition in the 



Falise case? 



! that. 


^ 4 

>me were, but I reviewed many of these before 


Reparation for your deposition today, did you 





review any^scientific literature? 

^ P er se * 

^ J3S5 ^ fa ^ r to characterize your 

relinquishi^^y^of your post as CEO as retirement? 

A. at the end of this year. 

Q. tfffy NV liid you retire as the CEO of the company? 

s f^^^LLINDER; Objection. 

: • Ihk glTNESS: Why did I retire, to reduce my 

^responsibility and to be able to make the transition. 

| BY MR. HEFTER: 

Q- Transition to? 

A. From a CEO to retirement. 

Q. As the CEO of Lorillard Tobacco Company, did you 
have a written employment contract? 

A. I do for the last two years, yes. 
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Q. Prior to the last two years you did not? 





A. No, I didn't. 

MR. ALLINDER: Let Mr. Hefter finish his questions 
before you answer. 

BY MR. HEFTER: 

Q. Prior to two years ago, you did not have a written 
emp1oyment^contract? 

A. KPs correct. 



employment 


he company require you to enter into a written 
.ract two years ago? 




A. No. lit was mutually agreed to. 

^ igdLaifid company require you to have a written 

emplfypllent ^^ract? 

B&L^pLINDER: Objection. 

■mpP^ITNESS: They did not. I proposed it. 

HEFTER: 



employment 



were your reasons for having a written 


ract two years agol 


A. Basically to lay out the terms and conditions of 
the two years that I would work beyond age 65. 

Q. Would it be fair to say that you are 67 right now? 

A. That's right. 

Q. Was one of the terms and conditions of your written 
employment contract to continue to testify in smoking and 
health litigation? 
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A. No, it's not. 

Q. Is that a provision in your written employment 

contract? 

A♦ No, it's not. 

Q. Were the terms of your compensation provided for in 
your written employment contract? 

A. . Jes. 

Q. jgSfiryear -- would it be fair to say that your 
^written ernjpl^vtient contract spanned from 19 9 8 to 1999 
covered th .wo years, I should say? 


A. 

Qi 



Q. 

contract? 

A. 


•s the years '99 to 2 000. 
fh&tjwas your salary for the year 1999? 
>roximately $700,000. 

is provided for in the written employment 







ontract calls it to continue my salary plus 
any -- wou^e^^Dt preclude increases beyond that if it were so 
desired. '^^^^would be on behalf of the company, of course, 
to make those determinations, but it guaranteed that 
compensation level for a two year period. 

Q. Would it be fair to say that your compensation for 
year 2000, your salary for the year 2000 is also $700,000? 

A. That's correct. 

Q. Other than your $700,000 salary, do you receive any 
compensation separate and apart from the $700,000 for acting 
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as the chairman of the board? 

A. I received a bonus each -- yes, I received a bonus. 

Q. What was your bonus for the year 2000 -- pardon me, 
what was your bonus for the year 1999? 

A. $170,000. 

Q. Would it be fair to say that your bonus for the 
year 2000 t^sn't been set yet? 

lat * s correct. 

>u receive compensation for attending board of 
.ngs? 

IO, 1 do not. 

rou receive any bonus at the time of your 
from the bonus that you just specified? 

Jen't retired. I'm an active employee, 
you. Did you receive any bonus by virtue of 
as chief executive officer of Lorillard? 
did not. 

ju own any stock in Loews Corporation? 

A. No, I do not. 

Q. Have you ever received stock in Loews Corporation 
?as part of a compensation package that you have had at the 
company? 

A. I received warrants and debentures, which I guess 
when Lorillard stock was -- Lorillard was an independent 
company prior to acquisition by Loews and I had some 
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Lorillard stock which was turned into warrants and debentures 
•of Loews, but that was back in 1969, maybe '70. 

Q. The warrants and debentures that you received as a 
result of the acquisition of Lorillard by Loews, is that the 
only securities in Loews Corporation that you have received 
as part of the compensation at Lorillard? 

[R. HEFTER: Objection. 

ITNESS: That's correct. 

HEFTER: 

Q. it be fair to say that you have sold the 

debenturesfyoulreceived as a result of the acquisition? 

A., fceJLj l have. 

ild it be fair to say that at some point you 
warrants on your stock in Loews Corporation? 

:d the warrants. 

iat year, if you can recall, did you sell the 



exercised 

A. I 

Q. 





warrants? 

A. ifadkjin the '70s. 

Q. Would it be also fair to say that you sold the 
debentures back in the '70s, too? 

A. That's correct. I'm trying to remember. There may 
have been another stock option in the early '70s. It wasn't 
a significant number of dollars. 

Q. Let me put it this way, within the past five years 
have you received any securities of Loews Corporation? 
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A. No , I have not. 

Q. Within the past five years, have you purchased any 

securities in Loews Corporation? 

A. No, I have not. 

Q. From 1995 to 1999 as the chairman and chief 
executive of Lorillard Tobacco Company, did you receive 
bonuses in^ those years? 








1999 -- 1998 was the first year of bonus, 
was the bonus in that year that you received? 
000 . 

hear you correctly when you testified before 
nt written employment contract covers the year 
year 2000 ? 
s correct. 

u have any understanding with the company to 
irman of the board of the company past the 


A. 

Q. 

A. 

Q. 

:hat vour 
1999PWIa t 
A. 

Q. 

continue a 
;year 2000? 

A. 3 fo J X, do not. 

Q. It is a possibility that you would continue as the 
chairman of the board after the year 2000, is that correct? 

A. That•s not my current intent. 

Q. Your current intent is to retire as the chairman of 
the board of Lorillard Tobacco at the end of the year -- 
A. As an active employee, yes. 

Q. Is there any deferred compensation plan at 
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Lorillard today? 

A. Not today. 

Q. Upon your retirement, will you receive any deferred 
^compensation as a result of your employment tenure at 
^Lorillard Tobacco? 

A. Yes, I will. 

S q. c|an you describe the deferred compensation that you 


will be receiving? 


was a plan that was in effect for -- I can't 
r -- maybe ten years, which you would defer up 



remember e: 



i t he money 



to a maximum ofj ten percent of your salary, and I deferred at 
f?hat ^jyprel l^^ythose periods. My monies earned interest at 
fivea percent, as I recall. So that will be paid 

Jout upon r^^^^nent. 

Q. GuJlKhtly, have your rights vested with respect to 
the money th^TY in your deferred compensation account? 
j A. yesVjt hey are all vested. 

Q. DdJ^ou know what the value of the 

A. I can't give you the exact value, but the order of 

;600 -- between $600,000 and $700,000. 

i Q. Do you own any securities in any other tobacco 

company? 

A. No, I do not. 

Q. Have you ever owned any securities in any other 
tobacco company? 
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A. No, I have not. 

Q. If you would turn. Dr. Spears, to your expert 
report. It indicates here that you have a bachelor of 
science from Allegheny College in 1953, is that correct? 

A. That's correct. 

Q. What was your bachelor's of science in? What 
degree didf^vou earn? 


iemistry. 



University 




tumor inhi 


employed b 


^^lso have a Ph.D. in chemistry from the State 
York in Buffalo, is that correct? 

'hat^s correct. 

(boJL*Mfou received that degree in 1960? 


t\s correct. 


was your they thesis, if you can recall? 
tion identification of a naturally occurring 


arned your Ph.D. at the time that you were 
illard? 





A. I finished the requirements. I went back and 
received the degree in February of 1960. 

^ Q. In 1959, as a research associate, what were your 
responsibilities? 

A. Well, I was in the laboratory and my first 
assignments were related to the determination of 
benzo(A)pyrene in tobacco smoke in a quantitative fashion. I 
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also had the responsibility of reviewing the literature with 
respect to smoking and health. 

Q. Did you determine at the time that benzo(A)pyrene 
was a particulate in tobacco smoke? 

A. Well, it was -- it had been purported in the 
literature that benzo(A)pyrene was a component of tobacco 
smoke, although the methods for analysis at that time were 
subject to Variation, I would say, in terms of a quantitative 
eterminat nd the purpose was to try to quantitatively 

vel of that material in tobacco smoke, 
u determine quantitatively the amount of 
iin tobacco smoke? 
fter developing a method, yes. 
ere your conclusions? 

it was a program to try to reduce the amount 
e, and we looked at many things. We looked 
ity of identifying a precursor in tobacco 
ial is formed during the combustion and 
pyrolytic reactions that occur during the smoking process. 

We looked at over time a lot of potential catalysts 
ghat you could add to tobacco to change the combustion 
properties to reduce the concentration of benzo(A)pyrene, as 
well as look at the precursor approach as I mentioned before. 
We looked at, over time again, many different materials, such 
as substitute tobacco materials, trying to understand how 
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this material, is formed and how you might inhibit. 

Q. What is a precursor approach? 

A. You are looking for the components in tobacco that 

give rise perhaps selectively to a compound in tobacco smoke. 
The precursor would be that component in tobacco if it 
exists. 

Q. pid you determine at that point the amount of 
benzo (A) pypffne! that' s inhaled by a smoker? 

• ^^^O-LINDER: Objection. 

pMyiSJITNESS: We were determining the amount in the 

cigarette Smokl condensate that was collected from smoking of 



igatt&tes j 


1 ^ \ study? 


determine 



mechanical smoking device. 


MR. HEFTER: 




id you determine the quantity based on that 


s correct, you collect the condensate and 
uantity in the condensate. 

ss what I'm looking for is a specific number 


that you determined based on that study? 

A. I'm not talking about one study. I'm talking about 
many studies and the number varies depending on the 
particular study. 

Q. You taught as an instructor of chemistry at Millard 
Fillmore College from 1958 to 1959? 

A. That's correct. 


m - ■ • 
v* ■ 
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Q. Where is Millard Fillmore College located? 

A. Buffalo, New York, part of the university. 

Q. Would it be correct to state that your instruction 
was in entry level chemistry? 

A. I think I taught maybe freshmen in organic 
| chemistry, but this is the evening division -- at the time it 
was the evening division of the university. 

Q. fpT’w^uld be fair to say that you weren't a tenured 
Hard Fillmore College, is that correct? 
s correct. 

ou also were an assistant professor of 
Ilford College from 1961 to '65? 
t's correct. 

it be fair to say you were not a tenured 
ilford College? 
was not a tenure professor, 
it be fair to say that your instruction in 
chemistry ^tyG^ilford College was entry level chemistry? 

A. No, that's not correct. 

Q. What did you teach at Guilford College from 1961 to 
1965 in the area of chemistry? 

A. I taught all of the courses that a chemistry major 
would take. I taught first year in organic chemistry, 
analytical chemistry, organic chemistry, physical chemistry. 
Q. During this time period did you teach any classes 
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1 on toxicology? 

2 A. No, I can not, 

3 Q. Did yon teach any classes on pharmacology? 

A. No, this was chemistry, but part of pharmacology is 

chemistry. 

Q. Would you say that -- strike that. 

juld it be fair to say that your teaching in 
^(Sfilford College did not involve the subject of 
we know it today? 
correct. 

ler] than your Ph.D. in chemistry, do you have any 



1 

2 
2 

22 

23 

24 

25 



I, do not. 

than your teaching at Millard Fillmore 
8 and '59 and teaching at Guilford College 
have you taught at any other university in 
es? 

ij have not. 

Q. Do you have any other teaching experience other 
than what's listed in Spears Exhibit No. 1? 

A. I have given seminars. 

Q. Where have you given seminars? 

A. I gave one to the local American Chemical Society. 

Q. Let me stop you there. When was that? 

A. Back in the 1970s, maybe ' 60 s. 
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Q. Do you remember the topic of the seminar? 

A. No, I don't. 

Q. Other than the seminar to the local American 

Chemical Society, have you taught at any other seminars? 

A. I have not taught. I have also given papers at 
scientific meetings. 

Q. ]fou wouldn't consider that teaching, however? 

A. |$I7 x would not. 

Q. 4j3£jher than your teaching experience at Millard 
Fillmore CaSiL^e from 1958 to 1959, and your assistant 
professorsl^ip^lt Guilford College, you don't have any other 
eac exMr|ence other than the seminar at the local 

ical Society? 

LINDER: Objection. 

ITNESS: That's all that I recall. 

HEFTER: 

you consider yourself an expert in oncology? 
ot|Ldn r t consider myself an expert, but I 
consider myself knowledgeable. 

Q. Knowledgeable about oncology? 

A. Yes, depending on specifically what you mean. 
Oncology is a very large subject. 

Q. Have you ever taught any classes on oncology? 

A. No. 

Q. Do you have a degree in oncology? 


Amer 
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A. No. 



Q. Have you ever performed any cancer research? 

MR. ALLINDER: Objection. 

THE WITNESS: I would consider my thesis to be in 
the field of cancer research. 



BY MR. HEFTER: 

Q. fjithin the past ten years, have you conducted any 


cancer research? 




LINDER: Objection. 


:tness: no. 



IY MR. HEFTER: 



resear 


(Conducted. 





the past ten years, have you conducted any 
lecular biology? 


pt sure I understand what you mean by have I 
sonally, the answer is no. 

I 

& my question. 


a. TOe~answer is no. 

1 Q* back for a second to some questions I 

masked you before. Have you received any compensation -- 
iseparate and apart from your salary and bonus, have you 
jureceived any compensation for testifying at any tobacco and 
health litigation? 

A. No, I have not. 

Q. What was your salary in 1995 when you became the 
CEO of Lorillard, if you can recall it? 
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A. I can give you a ball park. I don't recall it, but 
I think in the range of 500,000. 

Q. If you turn, Dr. Spears, to Exhibit No. 1 -- I'm 
referring to your CV -- which I believe is the sixth page of 
the exhibit. If you can look to the second page of your CV 
where it says related activities. 






ou just read that paragraph just to refresh 
on of it. Have you had an opportunity to read 




A. 

Q. 

your recol 

A. 1 have . 

Q. ; jft fi S than what's listed here, have you -- strike 

thatS ^ 

s t| at a full and complete list of the instances 
in which yotjia&ve testified before regulatory or Congress in 
the United^States? 

Ip^^fcjLINDER: Objection. 

ITNESS: I believe it is. 

BY MR. HEFTER: 

Q. Have you ever testified before any state 
legislature or regulatory body concerning the issues of 
smoking and health? 

A. I do not believe so. 

Q. If you can turn to the list of publications, which 
is page six of your CV and just take a minute to scan down 
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that list, please. 

My question is, is this a complete listing of your 
publications? 

A. I believe it is. 

Q. Is the Journal of Fire Science a peer review 
publication? 

A. Yes, it is. 

Q. pirthe CORESTA Information Bulletin a peer review 
publicatio^^^ 

A. Vjtofeiare you referring to? 

Q. !^^%orry, I'm referring to on page eight of your 
V, the last|article that's noted there. 

was a presentation and this bulletin is a 
summary of[the^presentations that were given at that 
particular ^^entific meeting. 

Q. 4utv.J^he CORESTA Information Bulletin is not a peer 
review? p*# 

A. Ip^Pik's not a peer review journal. This was an 
invited paper. 

Q, Have you ever acted as a peer reviewer for any peer 
review journal? 

A. Yes, I have. 

Q. Which journals have you acted as a peer reviewer? 

A. Analytical Chemistry, Tobacco Science. Those are 

the ones I recall. 
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Q. Analytical Chemistry, when was the last time you 
acted as a peer reviewer? 

A. Well, I don't remember the exact dated, but.it 
would have been back in the time frame that I was publishing 
articles, so it would have been principally in the '60s and 



' 70s . 



Q. Do you recall how many articles you acted as a peer 


reviewer f< 


(ring that time frame for Analytical Chemistry? 




do not. 


than ten? 




that 


I Analytical 


A. N 


irticles. 






don't think so. 

recall the subject matter of any articles 


.as a peer reviewer for in the publication of 
jistry? 

11 don't recall the particular titles of the 


recall if any of the articles that you acted 



|as a peer r ^g ;er for in Analytical Chemistry dealt with the 
^issue of smoking? 

^ A. I think most of those that I reviewed had something 
do with the determination of components of tobacco smoke, 
or something related to the compounds that I had published 
on. It may have been independent tobacco smoke. 

Q. The journal of Tobacco Science, when was the last 
time you acted as a peer reviewer for Tobacco Science? 
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A. In the same time frame. 

Q. So would it be fair to say that since the '60s or 
' 70s you have not acted as a peer reviewer for a peer review 
journal? 

A. That's correct, 

Q, Just for my information, and for the information of 
everybody,^I'm sure, what is spectroscopy? 

JK; ALLINDER: Give me a reference, please. 




page two o 
that. If 


•ull D^rag 



IEFTER: On page two of your CV. I'm sorry, 

report, and let me be more specific about 
o to page two of the report and you, the first 

starting I am currently a member, you say you 


are Wi'irenWy a member of the Society for Applied 



Spectrosco 





ITNESS: Yes. 


. HEFTER: 



Q. wliKFis applied spectroscopy? 

A. j|P|^ the USe ° f e< 2uip men t for determination of 
can be determination of amounts of material, can be 

3 

determination of structure of unknown compounds. It's a 
^general technique where you divide the spectrum, 
electromagnetic spectrum which includes light, in visible 
regions, infrared regions, ultraviolet regions, where you 
divide the light into its respective wavelengths, and then 
determine which wavelengths are absorbed by the sample, and 
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that is characteristic of individual compounds like a 
fingerprint, so you can determine structure and 
identification using these kind of methods. 

Q. Can you use applied spectroscopy to determine the 
compounds in tobacco smoke? 

A. Yes, that's correct. 

Q. ^xplain for me then what chromatography is? 

A. <|nrorrtatography takes a number of forms, but it's 
asically of separating a mixture of compounds into 

individual Jtaflitanents. It can take the form of gas 
chromatogr|pHy2 which is where you vaporize materials, send 
em oug&la^column. it contains an absorbant and you have 
n of these materials in the absorbant as it 
column and this causes a separation. 

you have a detector at the end of the column 
.individual materials as they emerge. At the 
n the column can be a characteristic of 
identificat^^^as well, but usually you take these separated 
materials and go to the spectroscopy or other methods to 
identify them. There is a similar method that deals with 
^iquid materials called liquid, liquid chromatography, but 
it's overall a general technique for separation of mixtures 
into individual components. 

Q. Is it possible to use chromatography to determine 
DNA strand mutation by virtue of exposure to chemical 



a di.mn.bu 
moves down 

;you can de 
•time they 
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compounds? 





A. A form of chromatography is used to separate the 
different DNA strands. 

Q. Would it then be correct that you would need to use 
spectroscopy to determine whether exposure to a chemical 
compound induced the damage to a DNA cell? 

KJIR. ALLINDER: Objection. 




fadducts, f 
| compounds 



ITNESS: If you are trying to determine 

ample, which are formed between, say, 
NA, there are a number of steps in the 



procedure tio look for these adducts, but you need some sort 



f amii.fi' 


to identif 


lyijn to increase the concentration. But in this 
Is spectroscopy would be the technique for trying 



ividual adducts. 


HEFTER: 

3 Q. vHrthin the past ten years, have you personally 

[conducted emyresearch using spectroscopy or chromatography 


:to determii 


or cell mutation by virtue of exposures to 


^chemical compounds? 

| A. No, I have not worked in the laboratory in the last 

y^pn years. 

Q. When was the last time you worked in the 
laboratory? 

A. Probably in the 1970s, but I have been director of 
that kind of activity since the research division has 
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reported directly to me through my whole career. 

Q. Does the research division of Lorillard Tobacco 

Company report, to you directly today? 

A. No, it does not. 

Q. Would it be fair to say that the research division 
of Lorillard Tobacco Company reported to you up until your 
retirement's the chief executive officer of the company? 

A. |fSPs correct. 

Q. l^^^Jdid you take over as the head of research of 
I Lorillard Ifcailco Company? 

LINDER: Objection. 

ITNESS: I became director of basic research 

irector of research and development in 1967. 
HEFTER: 

it be fair to say that your responsibilities 
ersonal and direct participation in the 
ontinued at or about the time that you became 
esident of operations and research in 1975? 

A. Yes, although I was still very much involved in 
knowing exactly what was going on in the laboratory through 
that period. 

Q. So after that time period 

A. I think after the time period where I became 
executive vice president I had less time spending in the 
laboratory. 
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Q. Between 1979 to 1991 as the executive vice 
president of operations and research, was there a time that 
you spent no time in the laboratory? 

A. Not during that period. When I became vice 
chairman I spent very little time in the laboratory. 

Q. When you became vice chairman and chief operating 
officer in t WJ,981, what percentage of your time, if you can 
recall, wafFspent in the laboratory? 

A. |y2^you say in the laboratory, I am saying I 
attended m^HfcJigs and presentations by investigators. I did 
that less frequ ently. I don't think I stopped it. I 
ontiaused toimeiintain awareness of the published literature 
wljole period. 

ss my question is, personal involvement in 


thro th 

Q. 

research? 

LINDER: Object to the form. 

HEFTER: 

Q. Ljy 1 follow it up with a question. 

In terms of direct involvement in research, what 
percentage of your time was spent in the laboratory doing 
esearch in or about the 1991 time frame? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Let me try to answer it this way. I 
think the main activity I had in the laboratory in that time 
had to do with fire research or fire, and I did not 
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specifically conduct experiments, but I participated in the 

analysis of data that was generated in the laboratory 

relating to the susceptibility of various materials to 
smoldering combustion. 

BY MR. HEFTER: 

Q. If you turn. Dr. Spears, to the page that's right 
after your^V, which is the last two pages of your report. 
A. not sure I understand which page. 




talking ab 




LINDER: I'm not sure we have what you are 


FTER: Let's go off the record, 

as taken from 10:33 a.m. to 10:47 a.m.) 


list of Dr 




HEFTER: Let me mark as Spears Exhibit No. 2 a 

mars -- purports to be a list of Dr. Spears' 


.testimony f^rfrhe past five years. 



it No. 2 marked for identification.) 


flWR. HEFTER: 

Q. I^^^pears, if you just take a minute to look down 


^that list? 

MR. ALLINDER: If you will take a look at this 
^exhibit, it looks like the copy ink has cut off the bottom 
line on the exhibit that Dr. Spears has. My copy is the same 
way. Do you see what looks like a May 10th entry at the 
bottom of the first page? 

MR. HEFTER: Yes. 
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MR. ALLINDER: And it's not really legible on the 
witness' copy nor on mine. We can substitute a better copy 
later unless this is going to impede your examination. We 
can substitute in the record later today a better copy. 

MR. HEFTER: Why don't we do that. If for the 
purposes of the examination we can just use that copy. 

ALLINDER: If you need to ask him a question 

trV we can do that, certainly. For your 

that you can read your copy -- is your copy 


about that 
informatio 
legible? 






we'll do t 



FTER: My copy is legible and complete, I 

nk for the witness' purposes he may want to 
front of him. 

LINDER: If we need to make reference to it 


[not that p 
^witness if 



FTER: I think I will make reference to it, 

<5ialar entry, but I want to find out from the 
is a complete and accurate list and he would 
need to see the bottom entry in order to testify to that. 

MR. ALLINDER: That's fine. What we'll do is when 
we get to lunch we'll make sure there is a better copy made 
of this exhibit and you will substitute it in the record at 
that point. Is that okay? 

MR. HEFTER: Yes, that'6 fine. 

Dr. Spears, if you can -- have you had an 
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opportunity to look down this list? 

THE WITNESS: Yes, I have. 

BY MR. HEFTER: 

Q. Do you know if there is any case in which you have 
testified in smoke and health litigation from November, 1995 
to the present that's not included on this list? 

A. Ido not believe so. 

Q. to November, 1995, did you testify at any 

smoking an^^^^.lth litigation in the United States? 

Q. fWll^any times would you say you have testified 
rior^p Ni^^^^er, 1995 in smoking and health litigation? 

not sure. One comes to mind, which is the 

Cipollone 

Q. Oi 

case? 

A. 

moment. 

MR. ALLINDER: Michael, excuse me for a moment. I 
think there has been some testimony by Dr. Spears since the 
time of this expert report that's been provided and you might 




than the Cipollone case, is there any other 

possible, but I can't recall any others at the 



want to ask him about that specifically. 

MR. HEFTER: Thank you. I will. 

Let me close the loop on my prior line of 
questioning, which is, would it be fair to say that prior to 
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November, 1995 your testimony was offered in individual 
smoker actions against Lorillard Tobacco Company? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Prior to 1995? 

BY MR, HEFTER: 

November, 1995. 

f there were other -- if there was other 

ink it would have been related to the Kent 
t filter cases, but I don't really recall 
as any prior to '95 or not. 
it be fair to say that prior to 1995 you did 
t>ny third party medical care case against the 
try? 

at^s correct. 

Q. if^J^u take a look at the last entry, which is June 
16, 1999 oxl^the' exhibit, on page two. Since June 16, 1999 

and other tfHHi#sitting here today, have you testified in any 
smoking anc^^^Slth litigation? 

A. This would be the Falise case, I guess. 

Q, Other than Falise, is there any other case that 
comes to mind that you have testified in smoking and health 
litigation? 

A. I don't believe so. 

Q. When did your Falise deposition take place? 

A. Several weeks ago. 
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Q. Are you designated as an expert witness in the 

Falise case? 

A. I believe so. 

Q. In any of the cases listed on Exhibit No. 2, were 
you designated as an expert witness in any of these cases? 

A. I believe the answer is yes, but I don't recall 
which I was a fact and which I was an expert. 



‘recall whe 


It's break it down. In the Braun case, do you 


you were designated as an expert witness? 
don't. 




Q. You don't recall one way or the other? 

JL* fLjfosai/t recall one way or the other and that would 


be tK 




nk of all of these. 


No. 2, do 





y of these cases that are listed in Exhibit 
ecall preparing expert reports? 


bu recall 

n, I don't remember the details as to which 


case. 


Q. Have you prepared any expert report in the Falise 

case? 

A. Yes, I believe so. 

Q. If you recall, do you remember the general subject 
nature of your expert testimony in any of these cases that 
are listed in Exhibit No. 2? 
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A. Well, generally, the expert testimony has been 
around the same subject material that's listed in this 
particular case. I can't remember in the Kent filter cases 
exactly what the expert witness covered, 

Q. Is that a case where you recall being designated 
as an expert witness? 

A. |7ell, it's a case that -- these are cases that 
relate to j^Fproduct that Lorillard made in the 1950s, so much 
fot my test|||||^ is based on documents that I have reviewed, 
but again, J&jjjgn't recall the specific designations in terms 
of expert Jffia l[act. 

o know, however, that you have been designated 
witness in this case, BlueCross And BlueShield 







I do. 

ontacted you to be an expert witness in this 


as 

of New Jer.< 

A. 

Q. 

case? 

A. ftjwguld have been our attorneys, internal 
attorneys. 

Q. Do you recall specifically who contacted you? 

A. I think Mr. Reilly. 

Q. And Mr. Reilly was the first person to contact you 

to inform you that you would be designated as an expert 
witness in this case? 

A, I believe that's correct. 
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Q. Did Mr. Reilly inform you of the subject matter of 

your expert testimony at that time? 

A. Yes, he did. 

Q. What did he say? 

A. I can't recall exact words, but to the effect that 
11 would be testifying as an expert regarding the materials 
that are lifted here in the document I had here, the expert 
report, an<jr± reviewed that material in terms of the expert 
report af was prepared. 

repared the expert report? 
t know. Mr. Reilly was the principal, 
lly prepared it or had assistance in 
Tj don' t know. 

u have any discussions with anybody at the 
m about the content of your expert report 
Exhibit No. 1? 

LINDER: Object to the form. 

HEFTER: 

Q. Separate and apart from your preparation for your 
deposition today? 

A. I don't believe so. I believe the primary and 
maybe there may have been some incidental discussion with 
someone at Shook, Hardy, but principally it was Mr. Reilly. 

Q. How many conversations did you have with Mr. Reilly 
concerning the expert report which is Exhibit No. 1? 



■■ 
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MR. ALLINDER: Object to the form. Michael, are 
you asking him about the preparation of the report? 

BY MR. HEFTER: 

Q. I'm just talking about the preparation of the 
report at this time. Let me limit my questions now to that 
particular sequence of events. 

A. Jk believe one or two, and then I reviewed the final 


it be fair to say that you personally didn't 
cument? 
s correct. 

to reviewing a first draft of the report, did 
e^any language to the report to Mr. Reilly? 
LINDER: Object to the form. 

ITNESS: I have changed statements in many 

. Reilly has given me. It's kind of lost in 
all of tha to whether I specifically asked for something 

to be chan n the draft of this report. 

BY MR. HEFTER: 

Q. I'm not talking about the changes in the draft. 

L'm talking about prior to the time that you first saw a 
draft of Spears Exhibit No. 1, did you provide Mr. Reilly 
with any substantive comments about what you wanted to be in 
your report? 

MR. ALLINDER: Object to the form. 



reports th 
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THE WITNESS: We had discussions to what I would be 
testifying about before this was prepared. I can't recall 
comments that I specifically made. 

BY MR. HEFTER: 

Q. You testified before that you made some changes to 
various reports that Mr. Reilly has given you over time? 

A. Yes. 

Q. pT you recall any specific changes that you made to 
this parti^^sJ report? 

A. 31 Pnot. 

Q. How"n|any hours did you work on this report, which 
s Exhibit L 1 ? 

LINDER: Object to the form, 

ITNESS: I don't think I spent more than an 

HEFTER: 

the preparation of the report which is 
ave you spent -- and other than in 
reparation for your deposition, have you spent any other 
time working on the BlueCross And BlueShield of New Jersey 
case? 



22 

A. 

No, I have not. 

23 

Q. 

You prepared for your deposition by meeting with 

24 

counsel 

yesterday, is that correct? 

25 

A. 

That's correct. 
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Q. Prior to yesterday, have you met -- did you meet 
with counsel in preparation for your deposition today? 

A. I don't recall that I did. 

Q. Who was present at your preparation session 
yesterday? 

A. The three who are here, Mr. Reilly, Ms. Clark and 



Bill Allinder. 




fre was nobody else present? 


here wasn' t. 


individual 



any hours did you meet with those three 
terday? 


A ^7e|"r|i.et from about 9:30 in the morning until 3:15 in 
NPlern<!$% with some break for lunch. 

Q. fii preparation for your deposition, did counsel 


show you am 


•cuments? 





Q. <$WHr than your expert report, can you recall what 
those docur^^S were? 

, A. I can recall some of the documents, yes, 

. Q. Can you describe them for me? 

I A. There were documents that were related to -- first 

o'f all, I was copied on the documents and they were documents 

related to discussions between Lorillard, CNA and The Tobacco 
Institute regarding premiums, reduced premiums for 
non-smokers. 
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Q. How many documents, if there were more than one. 




dealt with the issue of non-smoker premium differentials and 
discussions between Lorillard, CNA and The Tobacco Institute? 
MR. ALLINDER: That he looked at yesterday? 

BY MR. HEFTER: 

Q. That you looked at yesterday? 




dozen. 


revrewmg 
during you 



didn't count them, but I would guess maybe a 


than that subject area, do you recall 
tents related to other subject areas yesterday 
paration session? 




A. Th4re were other documents, but I don't recall them 


at tl 



Q. jn the cases that are listed in Spears Exhibit No. 


2 , it indici 


that you have been -- you testified at 




^deposition |a««iiiunber of times, is that correct? 

A. correct. 

[ Q. it be fair to say then in all those instances 

yon have been represented by the Shook, Hardy firm? 

MR. ALLINDER: Object to the form. 

I THE WITNESS: I think that would be the case, yes. 

^There may have been other representations, though. I should 
say additional representation. 

BY MR. HEFTER: 

Q. When you say "additional representation," you mean 
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there may have been more than one law firm who was 




representing Lorillard Tobacco Company in these particular 

cases? 

A* Yes, that's right. 

Q. You indicated earlier that you reviewed 
approximately, and the record will speak for itself, I don't 
want to put words in your mouth, approximately 100 scientific 


articles ffe 


r ou mainta 





ranuary 1st of this year to the present. Do 
jfile of those articles? 

\e a file, yes. 

ihose files are contained in an office that you 



Maintain at liorillard Tobacco Company? 


MH^ave a current file, yes, and then there are 
probably m^^^?eprints that I reviewed which are in our 



document sto: 


published 


area. 


testified or your CV indicates that you 

feer of articles, and it's on page six of your 



jCV, You pt^^^ied a number of articles while you were ■ 
^employed by Lori Hard Tobacco Company? 

A. That's correct. 

| Q. Do you need to seek prior approval of your 
%Lperiors in order to publish these articles? 

A. I did when I first joined Lorillard in that I 
reported to someone in the research organization and they 
would review articles and certainly comment and indicate 


library. ucsf.< 
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whether they thought they were publishable articles. 

Q. Did you ever submit an article for review to your 
superiors at Lorillard that was recommended that you not 
publish them? 

A. No. 

Q. Would it be fair to say that every article that you 
wanted to publish while you were employed by Lorillard 
Tobacco Coflffany was, in fact, published? 

A. fcfijTtl s correct. 

Q. H^Jpdicates on page two of your CV that you 
received a^STs^inguished achievement award in Tobacco 
ciei lG£k. PhiXiB Morris, 1970. I will give you a minute to 


get 


page' 





LINDER: Mike, where does that appear on the 






. HEFTER: 

Q. Tf^fbu look under professional memberships and 
honors, ri^^^^n the middle. 

A. That's correct. 

Q. What did you receive that award for? 

A. This was an award that Philip Morris initially 
started and was given to young investigators who had made 
significant contributions to the subject of tobacco and 
science. I can't remember, I was maybe about the third or 
fourth recipient of this award which occurred annually and 
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1 continues to occur today. 

2 Although I think other organizations may have 

3 joined in with Philip Morris, so it may not be called the 

4 Philip Morris award today. 

Q. Was there a particular piece of research that you 

were -- that you had conducted that caused you to receive 
this awar< 

.nk it was for my publications relating to 
■%tion of phenolic compounds, 
lay was selective, I'm sorry, filtration? 

Jtive filtration of phenolic compounds from 




there an individual within Lorillard who 
t you receive that award? 

't know. 

u turn to page two of your expert report. 

report on page two, three and four, you state 
occasions that you may testify about certain 
areas in this case, is that correct? 

A. That's correct. 

Q. Have you had any discussions with counsel about 
what you will be testifying about in this case? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Nothing beyond what is here. 

BY MR. HEFTER; 
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% 




1 

2 

2 

22 

23 

24 

25 





Q. If you look at the last paragraph on page two, 
which is really the carryover paragraph. 

A. Right. 

Q. If you can just take a second to read that 
paragraph. 

A. Yes. 

Q. |Does this paragraph contain any expert opinion 
regardingplSrlllard's historical awareness of reports 
regarding [a^^lationship between smoking and health? 

LINDER: Object to the form. 

ITNESS: I think it would include the work 

hat Lpri has done in their laboratory on the same 

sub - . 

^ . HEFTER: 

oes the report include an opinion? 
it include an opinion? 

'ALLINDER: Same objection. 

ITNESS: It would include an opinion as to the 

relevance and significance of some of the findings. 

BY MR. HEFTER: 

Q. Where is that opinion -- where is an opinion stated 
in that paragraph? 

A. If I were asked an opinion I would give it. 

Q. But the opinion is not stated in this paragraph, is 
that correct? 
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MR. ALLINDER: Object to the form. 

THE WITNESS: NO, it's not. 

BY MR. HEFTER: 

Q. Turn to the next paragraph, please, and if you 
could, take a minute to read that paragraph. 

A. Yes. 

Q. Os there an opinion one way or the other on any 
matter reliving to Lorillard's in-house research relating to 



the chemi 


paragraph? 





the »e, 




not contai 


mposition of cigarette smoke contained in that 


LLINDER: Object to the form. 

ITNESS: No, it doesn't. My answer would be 


I'm asked an opinion I would give it. 


. HEFTER: 

he same answer holds through, this report does 
opinion one way or the other? 

LLINDER: Object to the form. 


ITNESS: It doesn't say that, no. 


BY MR. HEFTER: 

Q. If you turn to the next paragraph, please. 
A. Yes. 

Q. Take a minute to read that paragraph. 

A. Yes. 




l://legacy. library, ucsf. 


Q. Have you had an opportunity to read it? 


A. I have. 
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W- 






Q. Is there an opinion stated one way or the other on 
any matter relating to cigarette design and the reduction of 
tar and nicotine levels in cigarettes in the past several 
decades contained in that paragraph? 

MR. ALLINDER: Object to the form. 

THE WITNESS: I think it's implied that it would be 
my opinion in designing cigarettes that Lorillard has 
responded pjo Scientific and public health concerns, and I 
It into that. 

|R. HEFTER: 

nXtrjthat's not expressly stated there, is it? 
jit says I may testify about this. 

|t it doesn't contain an expert opinion one way or 


would rea 



Q. 

& 




the other 



what you 




Q 


^ALLINDER: Object to the form. 

^WITNESS: It doesn't say those words, if that's 

Lsking. 

• Bli |v|r. HEFTER: 

Turn to the next paragraph, please. 

MR. ALLINDER: Which one are we up to now? 

MR. HEFTER: The third full paragraph on the page. 
MR. ALLINDER: The one dealing with the tobacco 


work? 


MR. HEFTER: Correct. 

THE WITNESS: Yes, it says I will offer my expert 
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* 
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H 
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2 
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22 

23 

24 

25 



question. 






opinion 

MR. ALLINDER: There is no question pending. 

THE WITNESS: Sorry. 

BY MR. HEFTER: 

Q. Is there -- other than your statement that you may 
offer your expert opinion, is there an expert one way or the 
other about the National Cancer Institute's tobacco working 
group that^% % contained within this paragraph? 

iLINDER: Object to the form. 

TITNESS: I'm not sure I understand your 

paragraph says what it says. 

HEFTER: 

•rect, and my question is whether there is an 
that's contained within this paragraph? 

jLINDER: Same objection. 

riTNESS: The opinion is not there, no. 

EEFTER: Bill, I'm going to state for the 
re]believe that the expert disclosure if Dr. 
Spears is going to be offered as an expert is deficient under 
Federal Rules of Civil Procedure, 26. 

I will continue with my examination, but there is 
really no basis for me to conduct an expert deposition of Dr. 
Spears based on this expert report. 

MR. ALLINDER: Well, Dr. Spears has had been made 
clear, I think both in the expert report and in prior 


expert opi 





record tha 
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communication both with plaintiffs' counsel and the court as 

principally a fact witness. 

However, Dr. Spears may offer opinions on subjects 
relating to the areas that are outlined in his expert report 
because he has the competence and he has the ability to offer 
opinions on a variety of subjects, but principally his 
testimony^that is intended to be offered in this case is 
going to ^gF'or a factual nature and the expert report, I 



think, is 



*r in stating that. 

las well as I indicated before, prior 


communicationi with plaintiffs' counsel and the court have 


^indicated 




Dr. Spears is principally a fact witness. He 


.gna§«d, however, as an expert because he may be called 


upon to o 


with the e 



pinions in the case. If you wish to proceed 
ation, this expert deposition, because that's 


the way it|^e«*aoticed, you can certainly proceed to inquire of 



Dr. Speari 


>ut what his opinions are on the subjects that 


are outlir ^g^ i his expert report. 

MR. HEFTER: I understand that and I think you 
understand what my position is here that under rule -- if Dr. 
Spears will be offered as an expert witness at trial, then 
I'm entitled now to know what his opinions are and the basis 
for those opinions which are not contained in the report. 

MR. ALLINDER: I understand your position and my 
statement to you is that you have the opportunity today to 
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inquiry of Dr. Spears as to what his opinions are on the 
subjects that are outlined in this expert report, and you, of 
course, will choose to proceed or not choose to proceed, and 
then we can decide, I suppose, if it becomes an issue as we 
get closer to trial as to whether he will, in fact, be 
permitted to offer opinion testimony on these subjects. 

fMJl. HEFTER: Well, I'm going to continue with my 
examination of Dr. Spears because we are here, but it's 
certainly waiver of my right to re-depose Dr. Spears 


at a late: 


it if he will offer expert opinion testimony at 



trial, anc Cj believe that if that's the case that we are 
bnti|y|^d tp||gg|bw that prior to the close of the fact 
disqoyery ftexpert discovery in this case. 


statement 



LINDER: I didn't understand your last 

are entitled to know what? 


[EFTER: Whether Dr. Spears will be offering 


expert opinions and what those opinions are and the basis for 



his opinii 


ior to the close of expert discovery in the 


case. 


MR. ALLINDER: I understand your position and you 
^re certainly entitled to proceed with your examination today 
without waiver of your position, and likewise, in permitting 
you to proceed with your examination, defendants are 
certainly not waiving or Lorillard is not waiving its 
position concerning the adequacy of this report and the 
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2j 
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22 

23 

24 

25 


opportunity that plaintiffs have today to examine Dr. Spears 

fully regarding the opinions that he might be asked to offer 

at trial. 

So on that basis we certainly can proceed. 

MR. HEFTER: I understand. If I can just ask that 
we take a two or three minute break. 

(R$pess was taken from 11:21 a.m. to 11:32 a.m.) 

^ALLINDER: Dr. Spears, when we were on break 
jto me that there were two answers in your prior 
you needed to supplement. Mr. Hefter was 
it cases in which you had testified either at 
it trial since June of 1999. Do you recall 


ITNESS: Yes, I do. 

ALLINDER: And are there cases in which you 

since June of 1999 that you did not include in 
wer? 

^^^^JITNESS: Yes, there is. There is one trial 
case referred to as Carlson, which took place in Duluth, 
Minnesota. 

MR. ALLINDER: Dr. Spears, would you take a look at 
Spears Exhibit No. l, please, and look at page two of your 
CV. 

In the paragraph concerning related activities, do 
you recall the question from Mr. Hefter about whether 



have testi 
your prio 
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about federal regulatory or legislative hearings at which you 

had testified? 

THE WITNESS: I do. 

MR. ALLINDER: Do you have additional hearings at 
which you testified that you did not include in your prior 
answer to Mr. Hefter? 

.THE WITNESS: Yes, I didn't realize that the 
so-called pStfxman hearings were not on here. 

LINDER: Are there any others? 

ITNESS: No, that's all. 

LINDER: Thank you, Michael. 

EFTER: Thank you. 

BROWN: And if I may, for the record, make a 

on behalf of the plaintiffs for The National 
s case. For the record, Brian Brown, and I 
we would concur with the position taken by 
eCross BlueShield concerning the insufficiency 
expert disclosure in The National Asbestos 
Workers case, as well as they appear to me to be similar in 
form and substance. 

MR. ALLINDER: For Lorillard I have, of course, the 
same position that I outlined before on the record and 
without taking up a great deal of time at the deposition 
today going through the various pieces of communication and 
information available to plaintiffs' counsel, both from 


quick statj 
Asbestos W 
would say j 
counsel fo 
of Dr. Spear 
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BlueCross And BlueShield, and The National Asbestos Workers 
concerning Dr. Spears' intended expert testimony, X will note 
for the record that there has been extensive transcripts of 
depositions provided to plaintiffs' counsel in this case in 
which Dr. Spears' expert opinions have been examined by 
plaintiffs' counsel in other litigation. 





ca 



MR, HEFTER: 

Q. Hr. Spears, the testimony that was provided in 
Duluth in l^^gjbion to the Carlson case, was that in 
depositior^l^brial testimony? 

A. ffhatl was trial testimony. 

ou testify as an expert witness in the Carlson 
a^ you know, or you can recall? 

I don't recall. 

u know if the Carlson case was or is pending 
tate court in Minnesota? 
s state court. 

ou prepare an expert disclosure in the Carlson 
case, to the best of your recollection? 

A. I don't recall. 

Q. When was your trial testimony in Carlson? 

A. About a month ago. 

Q. You testified that you testified before the Waxman 
hearings in 1994, is that correct? 

A. That's correct. 
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Q. Do you recall the CEOs of various tobacco companies 
testifying that cigarette smoking is not addictive? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Yes, I have seen that testimony or 
heard it, yes. 

BY MR. HEFTER: 

Q. ^xd you know that a number of CEOs were strike 

that. 

ou appear as a representative of LoriHard 
when asked by the house committee whether 
ictive? 

LINDER: object to the form. 

ITNESS: I was present at that session, yes. 

. HEFTER: 

Q. here a representative of Lorillard Tobacco 

Company hearings you testified that smoking is not 

addictive?^ \ 

Mgj ^J ^LINDER: Object to form. 

THE WITNESS: Yes, I believe Andrew Tisch did. 

BY MR. HEFTER: 

Q. Did you confer with Mr. Tisch prior to his 
testimony that smoking is not addictive? 

A. I don't believe that was his testimony. I think in 
terms of prepared testimony, I think it was a question that 
was asked by Waxman. 
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Q. And in connection with that question that was asked 
by Congressman Waxman, did you meet with Mr. Tisch or confer 
with Mr. Tisch prior to that session in Congress that day? 

MR. ALLINDER: Object to the form. 

THE WITNESS: I had discussions with him regarding 
testimony, but I don't remember specifically that question 
being considered. 

MR. HEFTER: 

r ou believe that Mr. Tisch was testifying 
truthfully to the Waxman committee on that 

I do. 

you know who Steven Parrish is? 

I do. 

you ever met Mr. Parrish before? 

I have. 

>u know Mr. Parrish has stated in the past few 
Lrette smoking is addictive? 

MR. ALLINDER: Object to the form. 

THE WITNESS: No, I don't know what his statements 
have been in the last few weeks. 

BY MR. HEFTER: 

Q. Have you read any news articles in which Mr. 

Parrish has commented on the addictiveness of cigarette 
smoking one way or the other? 


INTERIM COURT REPORTING 
(212) 490-3430 



legacy .Ifbrary. ucsf. < 


fw.industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1166 



S' 


r 









62 

A. I do not recall having read them. 

Q. Do you know that Philip Morris' public position on 
the addictiveness of smoking today as reported at the press 
is that cigarettes are an addictive drug? 

MR. ALLINDER; Object to the form. 

THE WITNESS: They are an addictive drug? 

LY l^R. HEFTER: 

Correct. 

jl'm not aware of that testimony. 

Jare not aware that that's Philip Morris' public 

LINDER: Let me stop you for a moment. Will 

continuing objection with respect to the 
ther testimony or public statements that you 
g Dr. Spears as part of your questioning 


,MR.jHEFTER: No. I may/ but let me try to get at 
it a diff3 way 

MR. ALLINDER: I will continue to make my objection 

then. 

MR. HEFTER: Mark this as the next exhibit. 

(Exhibit No. 3 marked for identification.) 

MR. HEFTER: I would like to mark this as Exhibit 
3, but I only have one copy. Bill. 

MR. ALLINDER: Can I take a look at it before you 
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hand it to the witness? 


MR. HEFTER: Sure. 

MR. ALLINDER: Did you intend to hand it to the 


‘4 \ witness? 





MR. HEFTER: I intend to hand it to the witness. 
Before I show it to the witness, let me just make 
sure -- I Nsd.ll show this to the witness, Spears Exhibit No. 


8 3 . 




ITNESS: Do you want me to read it? 




. HEFTER: 


Q. -If yo u can read the article. Just for the record, 
slf 1 appearing in the Washington Post, and I can 
Su tif!l|date in a minute, but in all fairness, it's a 



printout 


If I thinl 




estlaw or Lexis? 

LLINDER: Michael, we'll see how this goes. 


m proceed without having a copy in my hand as 



you are asking, questions, we'll do that, but if I think we 
need one we'-fa-l* have to stop. 


need one w^tL-U have to stop. 

MR. HEFTER: It makes sense to me to stop and get a 
copy. I will note it took quite a bit of time to get copies 
2|jj^l jnade the last time. I don't want to have another 15 minute 

22 break here. 

23 MR. ALLINDER: You can go at it as you choose. I 

24 think we need to have the copies. If you want to get the 

25 copies now, let's walk out and get them. 
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(Recess was taken from 11:45 a.m. to 11:51 a.m.) 
MR. HEFTER: Thank you. Bill, for providing the 


copies 




Let me note for the record that the article which 
is now Spears Exhibit No. 3 is an article appearing in the 
Sunday March 5, 2000 edition of the Washington Post. 

|Dr. Spears, prior to the break did you have an 


opportunity to read Spears Exhibit No. 3. 






ITNESS: Yes, I scanned it. 


HEFTER: 


Q. LAnd what X would like to refer you to is on the 



sac QMP a < 


the exhibit, Mr. Parrish's comment, and I will 


iiftcl the record, which appears towards the end of his 


remark th^ 


obviously. 



So I want to sit down and talk to you, 
a lot of other people about what is the 



regulatory^re^Lme for tobacco, not as a pharmaceutical or a 
medical defvrce, but as a tobacco product -- which is 


addictive 4 


some people. 


lave conceded that, and which causes harm to 


Do you see where I'm reading? 

^ A. No -- yes, I see it. 

Q. Let me reiterate my previous question. First of 
all, let me ask, have you ever seen this article before? 

A. No, I have not. 

Q. Have you ever seen any article in which it is 
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referenced that Mr- Parrish has said that tobacco products 

are addictive? 

A. Maybe, I don't recall. 

Q. Within the past few weeks, have you read any 
newspaper articles reporting on Mr. Parrish's comments in the 
Washington Post? 

A. jMsJo, I have not seen reference to these comments. 

Q. Wave you seen any newspaper article which has 

r—1 

reference^^^^lip Morris' position that tobacco products are 
addictivethe past several weeks? 

ALLINDER: Object to the form. 

WITNESS: I don't recall that. 

R. HEFTER: 

ou agree with Mr. Parrish that tobacco products 




^spends on the definition one uses. I think 
^ee definitions and probably the one in the 

ion definition where they refer to most things 
that are pleasurable as addictive, from reading to gambling 
to what have you. 

It's commonly referred to as addictive and 
certainly under that kind of a definition you could call 
cigarettes addictive. Under a more scientific definition, I 
think there are two. One was the definition that existed and 
was used prior to about I960, which included the criteria of 
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intoxication and a criterion of significant withdrawal 
effects. Those are not really present with regard to smoking 
cessation and/or smoking. I'm talking specifically 
intoxication. There is no intoxication. 

If you change the definition to one that's in the 
DMS IV now, which is a range of dependence, I guess from zero 
to heavily, dependent nicotine can fit on that scale and if 


you use aldiction to be synonymous with dependence, then you 



could cal 



addictive under that definition as well. 

1 think there are two important points. One, 



nicotine 4°®sJnot have the property of a classic so-called 



har ft®iF u g ! 


make a de 


quit smok4 


that' s th« 




jt does not have these properties, and 

i|f you decide to quit smoking you certainly can 

|jn to do it, millions of people have. I also 

* So regardless of what you call it, I think 

i 

tsortant issue. 


Q. |Has Lorillard ever made any public statement that 


smoking ii 


ijictive no matter how you define it, using that 


term, addictive? 

A. I don't believe Lorillard has made any published 
^statements one way or the other other than that Waxman 
hearing that you referenced. 

Q. So the Waxman hearing is the only time an official 
of Lorillard Tobacco Company has ever made a statement that 
smoking is addictive one way or the other? 
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MR. ALLINDER: Object to the form. 






THE WITNESS: Well, I can't be sure throughout 
history that no one ever made such a statement, but to my 
knowledge, I'm not aware of statements of that nature. 

BY MR. HEFTER: 

Q. Are you aware that public health authorities have 
categorized. ni.cotine as a drug similar to a heroin or 




cocaine? 


the sense 


can reaso 


can', 






you know t 
which clai 



| and I think this is obviously not correct in 
1 there is no intoxication with nicotine. You 
p can function, carry out your duties. You 
jre taking doses of cocaine. 

withdrawal symptoms of cessation of heroin, do 


here are assertions in scientific literature 
t the withdrawal symptoms for nicotine 


withdrawal^End>. heroin withdrawal are similar? 


withdrawa 



a|/e seen those assertions, but here again, the 
mptoms associated with cocaine and other hard 


drugs can be life threatening, require hospitalization and so 
forth. That's not true with nicotine. The classic 
^ithdrawal symptoms of nicotine are irritability, increased 
appetite, rather minimal kinds of effects. 

Q. So your position today is that smoking is not 
addictive as defined by DMS IV? 

MR. ALLINDER: Object to the form. 
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F' 

k 

**v 


iv 

if -, 





THE WITNESS: No, that's not what I said. I said 
if you use a DMS IV definition and refer to dependence as 
addicting, then you would refer to it as addicting under DMS 
IV, but it does not have the properties of the hard drugs 
that you call addictive as well. 

BY MR. HEFTER: 

indicated that under the definition of -- under 
t^ere are ranges of dependence? 


range does nicotine dependence fall into? 
it's certainly not up on the scale with the 
we are referring to. It's more on the scale 
e caffeine. 

ur current position today that nicotine is not 
fined -- as that term is defined by the 
Surgeon GenerajL of the United States? 

iLINDER: Object to the form. 

ITNESS: No. The Surgeon General changed the 

definition in 1980 and under the new definition you would 
call it addicting or I should say the Surgeon General changed 
he definition that has been used throughout the reports from 
the early reports to after 1980. 

BY MR. HEFTER: 

Q. Do you know how Mr. Parrish used the terra addictive 
in the Washington Post article, which is Exhibit No. 3? 




r* V ’ 
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A. No, I don't. I don't think there is a discussion 
of how he is using the term in terms of a definition. 

Q. But you don't know one way or the other how he is 

using that term? 

A. No, I have not seen the article prior to this. 

Q. You haven't had any discussions with him regarding 

his stater^ents,? 

A. I?”have not. 




suffer fr 




u believe that individuals who stop smoking 
hdrawal symptoms? 


A. [From the type that I just mentioned I think it's 
wiyy||y!^wal symptoms. 

5 jUl . ^LLINDER: Can I ask you for a clarification. 




please, 
questions 
opinions 
Are you r 
subject o 





pe been using the word you in some of your 
e you asking Dr. Spears whether he has expert 

I 

^se subjects that he intends to offer at trial? 
ing to whether he has expert views on the 
i you asking about whether there is a Lorillard 



public submission on these? 

MR. HEFTER: I'm asking him actually the latter, 
whether there is a Lorillard public position and what his 
position is as the chairman, director of Lorillard is. As 
you stated earlier Mr. Spears may or may not be, but he is 
likely to be a fact witness in the case, and I'm basically 
asking him what his views are as chairman of the board of 
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Lorillard Tobacco Company. 





MR. ALLINDER: This is an expert deposition, too. 

MR. HEFTER: My understanding. Bill, is that I'm 
not limited in terms of asking him questions as a fact 
witness or as an expert witness. 

MR. ALLINDER: That's not my understanding because 
the notic£%in both the BlueCross And BlueShield case and in 


the cross ^notice in The National Asbestos Workers case are 



notices f< 


not reach 







your exam 
notice, a: 



|. Spears' expert deposition. 

; having said that, on the other hand we have 
je point where I am going to object to your 
| that basis, and I don't believe up to this 
jl have made an objection on the record that 
bn has really exceeded the bounds of the 
m not sure that I will, depending on what you 


inquire aboutA but I do note this is an expert deposition per 



your notice.. 


IEFTER; Well, that being said, again I don't 


know if I'm limited there. However, in his expert report Dr. 
Spears does say he may be asked to comment on the opinions 
^expressed by other witnesses in this case, which leads his 
testimony wide open as to any one of our experts, and as you 
know, we do have addiction experts. So to the extent Dr. 
Spears would be coming in to comment on those expert 
witnesses, then certainly I believe I'm entitled to ask him 
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these questions here. 

MR. ALLINDER: Without agreeing or disagreeing with 
you on that point, as I said before I have not made an 
objection that you exceeded the scope of notice at this point 
in time, and it's quite likely I will not make an objection 
on that basis, but my only point for clarifying or asking for 
clarificatispn .of the question earlier was to make sure that 
the recorawas clear as to what it was that you were asking 



Dr, Spearj 



Iconmient about. 


HEFTER: I understand that. 


exp«M| on 


I think I 





d you consider yourself, Dr. Spears, to be an 
ction. 

WITNESS: No, I am not an expert in addiction, 

nowledgeable. 

R. HEFTER: 


Q. r Hav^ you ever conducted research into the efficacy 


of nicoti 




tches or gum? 
I have not. 


Q. Have you ever conducted research exploring the 
addictive properties of nicotine? 

A. No, I have not. 

Q. As the chairman of Lorillard Tobacco Company, do 
you believe that the federal government should regulate 
tobacco products? 

A. They already do. 
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13 


Q. 

restricti 
A. 


ve 



Q. Do you believe there should be additional 
regulations over and above what the federal government does 
today? 

MR. ALLINDER: Object to the form. 

THE WITNESS: I think it depends specifically what 
one is talking about. I haven 1 1 considered what I think the 
; governmenll^^shQuld do beyond what they do now. 

L Y MR. HEFTER: 

ou believe there should be additional 
advertising? 

ink the advertising is very restricted now. 
u believe there should be restrictions over 
tising that there is today? 

LINDER: Object to the form. 

iWITNESS: I don't think so. I think there are 

already severe! restrictions on advertising. 

“N"™ L.f. so ^ th. «... 

jss was taken from 12:06 p.m. to 12:07.) 

MR. HEFTER: Let's mark for the record Spears 








No. 4. 

(Exhibit No. 4 marked for identification.) 

MR. ALLINDER: Before you ask a question, can you 
one second to check a document. I want to put a 

24 privilege objection on the record. 

25 MR. HEFTER: I assumed you would. Do you want to 
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make a statement now or that was your putting it on the 


record? 


MR. ALLINDER: Yes, I'm noting for the record the 




privilege objection that one or more of the defendants may 
have with respect to this document and we f counsel in this 
room, I think are all aware of the order that has been 
entered -kjthe orders that have been entered in these cases 
concerning the use of privileged documents at depositions and 




we are prl 


noted. 








document. 



ling pursuant to provisions of those orders. 
HEPTER: Thank you, and your objection is 


ALLINDER; Thank you. 


. HEPTER: 


Spears, have you seen this document before? 
n't think so. 

:ou turn to the last page, page four of the 




Q. It indicates in the bottom Arthur J. Stevens. 

A. Yes. 

Q. Who is Arthur J. Stevens? 

A. He was a former vice president and general counsel 


for Lorillard. 


Q. He is no longer the vice president and general 
counsel of Lorillard Tobacco? 
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A. He is retired. 


Q. When did he retire, if you know? 



A. End of last year. 

Q. That's 1999? 


A. That's correct. 



Q. The first page indicates American and other 
companies dismayed at direction of CTR research. 


1978 Lori 


CTR's res 


o you know if on or about or in and around March, 
s was dismayed a direction of CTR research? 
^Aember from time to time discussions of CTR and 






recall in or around 1978 time frame 
I'O^^lAfrd ^eUncr dismayed at the direction of CTR research? 

A. |m®dink from time to time Lorillard was critical in 
the sense ^^whether there ought to be additional research 
and the t^es°|>f research, contract versus grant activities. 

X don't remember the specific time periods, but from time to 



time we h< 


questions were raised, yes. 


l dPg Q. Isn't it true that some of the questions that 

2jf|gg^ Lorillard raised with respect to CTR research was criticism 
2^^^:hat CTR researchers were determining causation between 

22 smoking and various forms of cancer? 

23 MR. ALLINDER: Object to the form. 

24 the witness: That statement is here in the first 

’ 25 paragraph, but I don't recall that being a Lorillard 
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position. 


BY MR. HEFTER: 

Q. Do you know who Gardner and Kreisher were or are in 



the document? 



A. I believe they were at the, Gardner was the 
scientific director of the Council for Tobacco Research and 



Kreisher 


xn or aro 


that is r 


a member of the staff. 








% 

ere you privy to any discussions with Mr. Stevens 
g|||§^7 8 regarding criticisms of CTR in the sense 
^gifted in the first paragraph of this exhibit? 


LLINDER: Object to the form. 

ITNESS: No, I don't recall any discussions 

Mr. Stevens regarding the first paragraph. 
. HEFTER: 


indicated before criticisms regarding grant 


researches versus its own research -- 
A. Contract. 

Q. ^^^ract. Wasn't it true that the reason why 
Lorillard Tobacco Company had levelled these criticisms was 
because Lorillard wanted to create the impression to the 
public that CTR was independent and that the only way you 
could do that is if they were doing research through proposed 
grants? 

MR. AXiLINDER: Object to the form. 

THE WITNESS: I think that was part of the 
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discussion. On the other hand, I think there is some 
confusion over the word contract. Some people perceive 
contract to mean that you are defining what the research will 
be, and that takes away independence, the body that you are 
funding. That is true, but on the other hand there are 
certain things you can't get done under a grant, for example. 





the const: 

experimen 

organizati 

different 
resesaseh 



|y|pn of the smoking machine and some mega scale 
that require kind of an institution or a large 
ther than individual guarantee to conduct, 
think the debate was confused by people's 
itions of what they thought the term contract 


1990 to 1999 you were on the executive board 





Of CTR? 

jLINDER: Objection to form. 

WITNESS: What period? 

. HEFTER: 

Q. to 1999 . 

A. Yes, I was on the board of directors. 

Q. During your tenure on the board of directors -- 
ttrike that. 

It's also true that CTR is no longer in existence, 
is that correct? 



24 MR. ALLINDER: Object to the form. 

25 THE WITNESS: It's no longer an organization 
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V 




a - 

f 


* 

l 

<L 


V 



'legacy.library.ucsf.< 


carrying grants, administering grants. I think there is 
still a bit of an organization there that I guess relates to 
legal activities, cases they may be involved in. 

BY MR. HEFTER: 

Q. But as far as you know, CTR does not conduct any 
research either by contract or grants, to this day? 

A. tout's correct, that's all shut down. 

id do you know who pays CTR 1 s legal fees in these 
are referring to? 

?ould be the membership of CTR in the past. 
jthe membership of the CTR in the past includes 
iufacturers or defendants in this case? 

jLINDER: Object to the form. 

riTNESS : That f s correct. 

HEFTER: 

Q. HTas^the membership in the past included any entity 
other thah the U.S. tobacco manufacturers? 

A. y^Mdn't believe so. 

Q. If you turn your attention to the third paragraph 
of the document. 

MR. ALLINDER: Still on page one? 

BY MR. HEFTER: 

Q. Still on page one. There is a reference there to 
SAB. Do you know what that refers to? 

A. Yes. 
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Q. Can you identify that for me? 

A. Scientific advisory board. 

Q. Were you on the scientific advisory board in 1978? 
A. No. 

Q. Have you ever been on the scientific advisory board 





to CTR? 


board. 


scientif i< 


to, no one from the industry has been on that 


ecides who gets to become a member of the 



^isory board? 



A. [Theaboard itself and the scientific director, 
s&f. ydyywho decides who the scientific director is of 



I guess, 


scientific director is hired by the membership, 
search committee. 


foek the board of directors determine -- the board 




of directors of CTR, do they determine who the members of the 
SAB will 



A. No, they do not. 

Q. It's solely determined by the scientific director, 
|is that correct, and the SAB members? 

MR. ALLINDER: Object to form. 

THE WITNESS: That's right, the other members. 

MR. ALLINDER: Michael, question of clarification, 
the questions you were asking, do they pertain to the time 


=•//! eg acy. I i brary. ucsf. < 
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frame of this document or the entire period of CTR's 


existence? 


MR. HEFTER: My question just for clarity of the 


record was in or around 1978. 


MR. ALLINDER: Thank you 


BY MR. HEFTER: 


Q. hAt l_east that's what I was intending to ask. The 
description of the selection of SAB members, would that be 


true for 




tire period of CTR's existence? 


lieve it would 


paragg^ph 



-o be 


expenmen 


completed 


>u turn to the next page -- I f m sorry, the next 
:h starts in January of 1977. There would 
agreement (C/C) that promotive carcinogenic 
re not to proceed until whole smoke work 
you know what C/C refers to? 


fops do not. 




Q. flsit possible that C/C refers to committee of 


counsel? 


MR. ALLINDER: Object to the form. 

THE WITNESS: I don't know what it refers to. 

BY MR. HEFTER: 

Q. Do you know what whole smoke work refers to in that 


sentence? 


A. Generally, yes. 

Q. Can you tell me generally what your recollection of 
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whole smoke work was in 1978? 

A. Whole smoke means I think what comes from the end 
of a cigarette. 

Q. Do you know what the whole smoke work is referred 
to in this document? 


A. No, I don't. 




Q. pu turn to the next page. If you look at point 

three, it Prefers to -- why don't you take a second or two to 


read it. 







0 


ve read it. 


efers to Abood, do you see that? 


u know what Abood refers to? 


I do 


ou tell me what Abood refers to? 


A. 'Hellas an investigator, was a CTR grantee, as I 
recall, arBasL indicated here he came to Lorillard back in 




this time 


and made a presentation. 



Q. Do you recall Mr. Abood making a presentation to 
Lorillard during that time frame? 

uj A. I did not attend it, but I do recall he came to the 
research center and made a presentation concerning his work. 

Q. Would it be fair to state that Mr. Abood had 
included concluded based on his research that nicotine had a 
physiological affect on the central nervous system? 
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A. His work was with animals, and as I recall, he 


characterized a particular behavioral syndrome in animals 


that resulted from nicotine which had not been recognized up 



to that point. 


Q. Do you know what the particular syndrome was, if 


you recall? 



can't remember exactly how the animals behaved, 


but it wafFa behavioral response. 




ou know if Mr. Abood's research in that area 


was ever 


ished in the scientific literature? 



A. :I believe it was. 



Refers to going beyond health mandate of CTR. 


se«hat? 



e that. 


ou know what that refers to? 



not this 



ink it's raising the question as to whether or 



involve a 



getting to product development areas that could 


Q. Your answer there, is that based on speculation of 


what you believe happened or do you have personal knowledge 


>f what Mr. Stevens meant by what he said 


A. Those are the general discussions I recall at the 


time 


MR. ALLJNDER: Object to the form. 


BY MR. HEFTER: 
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21 

aj 

22 

23 

24 

25 


Q. Did you have discussions with Mr. Stevens regarding 
whether CTR was going beyond its health mandate? 

A. With respect to nicotine and the central nervous 



system? 

Q. 

A. 

Q- 



way for D 
Stevens p 







Correct. 

And product development, yes. 

id jWhat were your discussions? 
iR.^ALLINDER: Stop right there. 

question as phrased asks in an unrestricted 
tears to recount all of his discussions with Mr. 
ling to the subject area. 

[EFTER: I don't want to cut you off, but maybe 

sphrase it. It may not help you, but 
jLINDER: It may not help me. It may not help 

you, but moment I'm struggling whether you are going a 

little bit^to^ far with your question, so we'll take another 
shot at i _ 

[EFTER: I understand. Can I have Dr. Spears' 

t — ’f 

last answer read back, please. 

(The record was read.) 

BY MR. HEFTER: 

Q. Let me see if I can do this again. I believe you 
testified. Dr. Spears, that you believe sitting here today 
that you had general discussions with Mr. Stevens regarding 
the question whether CTR was going beyond its health mandate 
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in or around 1978, is that correct? 

A. I don't know whether I had discussions about going 
beyond the health mandate. I had discussions that related to 
their studies of nicotine, the central nervous system and 
whether or not this was product development kind of work. 

Q. If you turn to the next page. On the top it says 



rationale 






Research. 








documents 


Ford prepared? 


ou know who Ford is? 


was a staff member at the Council for Tobacco 


)r. Ford, to your knowledge, asked to prepare a 
Abood's work? 


LINDER: Object to the form. 


ITNESS: I do not know. 


. HEFTER: 

u know if Dr. Ford or Mr. Ford prepared any 
around this time frame? 


A. I do not know, and I do not recall ever seeing 
anything from Ford in this. 

Q. If you turn to the page three at the bottom where 

22 it says Yeaman statement at Boca Raton? 

23 A. Yes. 

24 Q. Then on the next page there is a question, do we 

25 want a CTR? 
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A. Yes, I see that. 

Q. Do you recall any discussions with Mr. Stevens or 
anybody else in or around the 1978 time frame which related 
to a phasing out of CTR? 

A. I recall questions about CTR, whether it should 
continue, whether it should be something else, general kind 
of quest icj&s that you would raise about any organization 


that's hacra long history, whether it was -- whether it 




should co 


Yes, we h 


CTR^«pe 







p, whether it should become something else, 
jad those discussions. 

around 1978, do you recall if any protocol or 
|j procedures were changed in any way as a 
ussions that are reflected in Exhibit No. 4? 



Ipl^^LLINDER: Object to the form. 
ijffijWITNESS: I am not aware of any changes at CTR 

that took As I say, there were discussions that 

relate to Sjranj; versus contract, and they may have clarified. 


I guess, 


:tr would do with respect to contracts, but 


here again, they all went through the scientific advisory 


board. 


BY MR. HEFTER: 


Q. At this point in time, was CTR instructed not to go 
into any particular area of research regarding smoking and 


health? 


MR. ALLINDER: Object to the form. 
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THE WITNESS: Not regarding smoking and health, but 
I think they were instructed not to pursue the nicotine 
central nervous system, for the reason I gave. 

BY MR. HEFTER: 

Q. In reviewing your expert reports -- your expert 
report, I do not see any reference that you may testify about 
research deducted by CTR. Is that an accurate description 


of your summary of opinions that's contained in your expert 


report whii 




accurate. 


Exhibit No. 1? 


LINDER: Object to the form. 


ITNESS: Would you repeat that again, please. 

EFTER: Can I have it read back, please? 

(The record was read.) 

.. HEFTER: 

u understand my question? 


understand your question. Yes, I think that's 


yidicates on page two of your expert report that 





you served as an advisor to the National Cancer Institute 
from 1968 to the late 1970s? 

^ A. That's correct. 

Q. Was that -- when you were serving in your capacity 
as an advisor, was that in connection with the National 
Cancer Institute's tobacco working group? 

A. That's correct. 
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Q. Would it be fair to say that you acted as an 
advisor to the tobacco working group from its inception to 
its termination? 

A. Yes, I think I missed one meeting, which was the 
very first meeting. 

Q. If you turn to page three of your expert report, 
the third^paragraph down. Do you see where I am? 

A. Hres, relating to tobacco working group. 

r Institute's tobacco working group? 

I do. 

u have an expert opinion in this case 
ational Cancer Institute's tobacco working 


LINDER: Object to the form. 

ITNESS: Yes, I have a general opinion of the 


R. HEFTER: 

Q. Qju have an expert opinion? 

A. Yes. 

Q. What is your expert opinion about the work 
conducted by the tobacco working group? 

A. The quality of the work, conclusions and their 
conclusions of the work, and I guess significance of the 
work. 

Q. What is your opinion regarding the quality of the 
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work? 

A. I think it was work of high quality, state of the 
art scientific investigations at the time, however, used a 
bioassay for tumorigenesis that has been criticized as 
probably not relevant to man. It is, however, the only 
bioassay that was available. X have opinions on their 
attempts %Q develop other bioassays and the results. These 
are partifilarly inhalation bioassays. 

say, I have conclusions, overall conclusions 

of the 

Q. fwhaS is your opinions about the animal inhalation 
ys tobacco work -- relating to the tobacco 


they all failed to produce all the efforts 
high quality efforts failed to produce tumors 
animals that could be used for bioassay 


\origenic response. This was true of dogs that 
It's true of rats, the two animal models 
that were explored. 

Q. Do you know that there are scientific literature 
that's been published that has demonstrated that by use of 




22 

animal inhalation studies that smoking does lead 

to 


23 

tumorigenesis? 


A. 

24 

MR. ADLINDER; Object to the form. 


1 5*v . . 

- 

;K 

25 

THE WITNESS: If you are talking about 

the 
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22 

23 

24 

25 


and A.J. mouse, I am aware of that, yes. I would question 
your conclusion, though. 

BY MR. HEFTER: 

Q. How would you question my conclusion? 

A. These animals are animals that develop spontaneous 
tumors of the respiratory tract, I think virtually 100 
percent tUfesgrs, in their lifetime, which is relatively short 
are talking about in the Witschi papers is some 
>f perhaps more tumors at an earlier point in 
^animals, but not animals that don't get tumors 
ing to tobacco smoke. 

'■ou aware of any other scientific literature or 
is demonstrated that animals subjected to 
fin animal inhalation studies lead to 

aware of other studies that asserted that. I 
jthat the attempts to repeat those studies with 
:t methodology could not duplicate the results. 

Q. When you say state of the art technology could not 
duplicate the results, what are you referring to when you 
jState state of the art technology? 

A. Well, there were some experiments years ago where 
some investigators put animals in a chamber and blue smoke 
into the chamber and reported that they had produced some 
tumors. This was before we obtained specific pathogen-free 
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animals, animals free of viruses for studies, and when these 
kind of studies were duplicated with animals that were free 
of virus, free of pathogens and that sort of thing and 
exposed to tobacco smoke in a manner similar to what human 
beings are exposed, you don't get a response of this nature. 

Q. Has Lorillard ever conducted animal inhalation 
studies? K. 


A. Pres. 




animals si 


|have Lorillard scientists concluded that 
fted to animal inhalation studies, subjected to 



tobacco sifokeyin animal inhalation studies, contract tumors 
as that? 


.lard has not conducted any studies where we 
snd point, did not produce any tumors in the 
Lre of that could be associated with exposure. 
>f our investigators that X mentioned earlier. 




had tumor 


animals I 



Dr. Coggiilsnas written a review and published it that relate 



to failur< 


>roduce tumors in rats and mice. 


Q. Has Lorillard conducted any animal inhalation 
studies where any other end point besides tumors was the end 
|>oint? 

A. Yes, we always look at general pathology of the 
respiratory tract in the animals. 

Q. What were some of those end points? 

A. Generally end points were hyperplasia, metaplasia, 
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some infiltration of macrophages. A recruitment of 
macrophages perhaps would be a better way to state it in the 
lower respiratory tract. We have looked at various end 
points, but the general pathology that you would normally 
look at. 

Q. Mutagenesis? 

A. Hte have studied -- yes, we have studied impact of 


8 f additives For potential impact of additives on the immune 






response 




studies c 






gjhould say the potential impact. 

^say potential because ~~ strike that. 

|pg the course of your, Lorillard's, animal 
idlies, has Loxillard ever determined that 


c£ed to tobacco smoke in animal inhalation 

gsbt hyperplasia? 

we can see hyperplasia as a response„ 
stolasia? 


of these 


re tmve seen some metaplasia and also the reversal 
y&s&h let the animals recover from the exposure. 


Q. Microphages? 

2|^ A. Yes, I mentioned that, macrophages. 

2^^^^ Q. Macrophages is 

22 A. Numbers and macrophages increase as a result of the 

23 exposure. 

24 Q. Who determined that tumor -- who determined that 

25 tumor formation should not be an end point for a Lori Hard 
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scientist to pursue in animal inhalation studies? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Lorillard, as I say, is there is no 
information that you can produce a tumor in the animals, in 
terms of life long studies. We believe it's unproductive to 
try to do that. There have been many investigators that have 
tried and^failed, so we use 90 day exposures, which is kind 
of the tyjjiioai toxicological time .period. 

HEFTER: 

you consider 90 day exposures to be a long 



LINDER: Were you finished answering the last 


LOm^ITNESS: Yes. 

. HEFTER: 

logize if I cut you off prematurely. 


K ou believe that 90 day exposures is a long term 

experiment? 

MR. ALLINDER: Object to the form. 

THE WITNESS: I would consider it long term, 
certainly not life long experiments.: 

" i 

BY MR. HEFTER: j 

| 

Q. Has Lorillard ever conducted life long experiments 
on animal inhalation studies? 

MR. ALLINDER: With smoke? 
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BY MR. HEFTER: 

Q. With smoke. 

A. Only through our sponsorship of CTR. 

Q. Was Lorillard conducting animal inhalation studies 
from 1968 to the late 1970s when the tobacco working group 
was in existence? 

jLINDER : Go ahead . 

IE WITNESS: Lorillard was conducting some 

Lies of a short term nature in that period, 
trying to develop methodology and techniques to 
term inhalation studies. 

HEFTER: 

r ou ever have any conversations with any member 
Lrolina delegation to Congress regarding the 
tobacco working group? 
fes7\ X had a conversation with L. Richardson 

.chardson Preyer? 

Preyer. 

He is a Congressman for North Carolina? 

He was at the time. 

MR. ALLINDER: When you are asking about during the 
period of its existence? 

BY MR. HEFTER: 

Q. Correct. And my question was regarding the tobacco 
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working group, were your discussions about the workings of 
that group? 

A. No, they were around an experiment that the tobacco 
working group had undertaken or I should say NCI had 
undertaken. The tobacco working group itself was advisory. 

Q. Why did you have occasion to speak to a Congressman 
regardingNan experiment that the National Cancer Institute 


was performing? 




program 


[use the Cancer Institute was shutting down the 
it ting ready to terminate one of the long term 



inhalatio^ studies, and I spoke to the Congressman to try to 
qetA&s si|gg|ggg|t for funds to continue that direction to the 
n ^!2Sp c< lP^ii ue the inhalation experiment. 


member of 



ou have any other conversations with any 
ess from 1968 to the late '70s regarding the 


tobacco workoiig group? 


’V 

25 


otfhat I recall. 


u know that -- strike that 




Do you know that the management of the tobacco 
| working group received warnings from members of Congress 
^regarding the exact nature of their research and the 

appropriations that the tobacco working group and National 
Cancer Institute would receive if those findings were adverse 
to tobacco company interests? 


MR, ALLINDER: Object to the form. 
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THE WITNESS: I have never heard that 


BY MR. HEFTER: 




Q. You don't know one way or the other? 

A. I have never heard it. 

Q. Do you know one way or the other whether members of 
the Carter administration, that's President Carter, exerted 
pressure bn the National Cancer Institute to support the 


tobacco working group or the National Cancer Institute 


regarding 


health? 







end of th 


administr 



esearch it was doing on the tobacco and 


LINDER: Object to the form. 


FITNESS: I don't know the time period, whether 

>r not, but at the end or shortly before the 
lcco working group, there was a change in 
within the Cancer Institute, and I believe 



that corrJsspohded with a change in philosophy of the Cancer 
Institute |g¥ven as a reason for terminating the activities 


and that 


ie National Cancer Institute should not be 


working on a safer cigarette as it was described and they 
should adopt the position that people should not smoke. 

^ BY MR. HEFTER: 

Q. Wasn't it the position of Dr. Gori that it was 
possible to develop a safer cigarette? 

A. He thought he was making progress, yes. 

Q. Wasn't it the position of Dr. Gori that smoking in 
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moderation is not as bad for your health as smoking not in 
moderation? 

A. He has published an article in that regard. 

Q. Do you know where that article is published? 

A. It's in the scientific literature. I don't know 
the journal. 

Q. fWas n /1 it true at the time that tobacco companies 
Dr. Gori that smoking in moderation was not as 
ividual's health? 

LINDER: Object to the form. 

ITNESS: I don't believe that statement was 

companies or at least certainly not Lorillard 
ion to the public. 

. HEFTER: 

orillard ever take the position in the public 
position on that had no scientific basis? 
LINDER: Object to the form. 

ITNESS: I don't think Lorillard took a 

position to the public one way or the other. 

BY MR. HEFTER: 

Q. Did you ever have any discussions that other 
advisors to the tobacco working group from other tobacco 
manufacturers about Dr. Gori's position that smoking in 
moderation is acceptable? 

MR. ALLINDER: Object to the form. 
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THE WITNESS: Did I have other discussions? I 
don't recall any outside of the tobacco working group. 

BY MR. HEFTER: 

Q. Isn't it true' that the tobacco companies did not 
share its internal research regarding chemical compounds in 
smoke with the tobacco working group? 

jftBfe. ^ LLINDER: Object to the form. 

’HE WITNESS: I'm not sure I understand your 

f — 

question. >t of information was shared. 

iLINDER: Whenever you find a convenient place 

to take 1 

IEFTER: That'S fine. 

true that the tobacco companies did not share 
the tobacco working group the results of its 
sxperiments into the carcinogenicity of 
particulatfes“35p tobacco smoke? 

tMR. ALLINDER: Object to the form. 

riTNESS: I don't know that I can say what 

other people did or didn't share. I can speak for Lorillard. 
BY MR. HEFTER: 

Q. Thank you. I'm only asking for Lorillard in that 
regard. 

MR. ALLINDER: Excuse me. Would you like to 
restate your question or do you want me to just object to it? 
BY MR. HEFTER: 


and provi 
skin pain 
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Q. Isn't it true that Lorillard did not share the 
results of its animal skin painting experiments with the 
tobacco working group? 

MR. ALLINDER: Object to the form. 

THE WITNESS: No, it's not true. Lorillard shared 
all of the information we had that was relevant to the work 
that the t^obacco working group was doing. 
pSfMR. HEFTER: 

Q. from your answer that there was skin 

painting eggfeeifernents that were not shared with the tobacco 


painting 
working gjfoup 




LINDER: Object to the form. 


MR. HEFTER: 


working gr 


smoke con 




you believe were irrelevant to the tobacco 


f was skin painting on fractions of the tobacco 
te that Lorillard had conducted through an 



I outside la|x|jg^ory and fractionation of tobacco smoke was not 
^of interest to the tobacco working group. That information 
^ was not shared. Information that related to the skin 
| painting of whole smoke, much of what we participated in was 
published by Dr, Wynder and his associates, and therefore, 
was available to the tobacco working group through the open 
publications. So there was nothing other than this 
fractionation work that we did not share, and it wasn't 
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MR. HEFTER: I am going to want to read that during 
the lunch break, so why don't we take a lunch break now. 
(Lunch recess was taken from 12:53 p.m. to 1:46 p.m.) 

BY MR. HEFTER: 

Q. Dr. Spears, I know you received your Ph.D. from the 
State Unitfsrsity of New York in Buffalo. Are you originally 
from New iSSrk?' 

am from Pennsylvania. 

you reviewed the complaint in the BlueCross 
of New Jersey case? 
e reviewed the complaint, yes. 
the BlueCross And BlueShield of New Jersey case? 



you reviewed any of the plaintiffs' expert 


IEFTER: If I could, just for clarity of the 

record, if I could have the answer read back from just prior 
to the lunch break, and the question. 

(The record was read.) 

BY MR, HEFTER: 

Q. Had Lorillard conducted experiments into whole 
tobacco smoke during this period of time that were not 
published by Dr. Wynder? 


INTERIM COURT REPORTING 
(212) 490-3430 


£rary.ucsf.< 


fw.industrydocuments.ucsf.edu/docs/zjgl0001 





99 


MR. ALLINDER: You are still talking about mouse 


skin painting studies? 


MR. HEFTER: Yes. 



THE WITNESS: I don't believe the fractionation was 
published. Much of it was duplicative of what was in the 


literature. 




correct m 


IY MR. HEFTER : 

so I understand your testimony correctly. 


'm wrong, your testimony is that other than 




the fracti^^Lon work that was being conducted by Lorillard, 
all other SKSkl skin painting experiments and research were 


onducted 


>rillard during this time period, were 


pubJT|||ted Dr- Wynder in or around this time period? 

A. jUnyLieve that's correct. 

Q. , isn't it correct that the tobacco working 

group as i<t“i?ecame to be known was known the less 
hazardous “less hazardous cigarette working group? ~ 

A. &dh.Jtnitial name was less hazardous cigarette task 


force, X believe, under the lung cancer task force. 

Q. Isn't it correct that tobacco companies forced the 
Rational Cancer Institute to change the name to the tobacco 
working group because of the implications of using the term 
less hazardous cigarette? 

MR. ALLINDER: Objection. 

THE WITNESS: I'm not aware of why it was changed. 
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It came out from under the lung cancer task force. 

BY MR. HEFTER: 

Q. But you are not aware of why the name was changed 
from the less hazardous cigarette task force to the tobacco 
working group? 

A. As I say, when it came out from under the lung 
cancer ta^c force, I think the name was changed and I don't 
know why tpSft hame was picked. 

Q. indicated earlier, I believe, that you 

could onlyjggpjgiik to what Lorillard had provided to the 
tobacco wol^TOj group in terms of its internal research, is 
;hat corre^^ 

ALLINDER: Object to the form. 


'HE JlTNESS: No, I don't think that's what I said. 
I said I di< >t know what others may not have shared with 
the tobacc^working group. I do have some appreciation of 
what they |WP%hare. 

HEFTER: 

Q. Do you have an expert opinion regarding what 
information other tobacco companies shared with the tobacco 
working group? 

MR. ALLINDER: Object to the form. 

THE WITNESS: I'm not sure I would have an opinion. 



I may -- I have knowledge of certain things, but other things 
may have been shared with Dr. Gori that I would not have 
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known about. 

BY MR. HEFTER: 

Q. The Converse is also true that you would not know 
information that was not shared by other companies with Dr. 
Gori or any other member of the tobacco working group? 

A. I believe I so stated that. 

Q. ^(ou .testified earlier that your opinion is that the 
research iftat was conducted by the tobacco working group was 
significai^i^^d of high quality, is that correct? 

A. $ !' s correct, 

Q. ou have any other opinion regarding the work 

thatws^as < jcted by the tobacco working group? 

jVe an opinion regarding the animal inhalation 
f the attempts to develop a bioassay, in terms 
of that work, the results of that work. I 
n the data that was collected on cigarette 
st: studied by the group and this was much of the 
create variations in the tobacco product and 
then determining whether or not there was a change in the 
response on mouse skin. 

Q. Any other opinions regarding the work that was 
conducted by the tobacco working group? 

A. That's the only in terms of the final conclusions, 
which it didn't seem practical to -- from anything that had 
been done to advance the commercial products beyond that 
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which had already taken place. That is to say the directions 
that came out of the tobacco working group were consistent 
with directions that had already been taken by Iiorillard. 

Q. What were those recommendations? 

A. They relate to use of reconstituted sheet and the 
fact that it produced a lesser response on mouse skin, that 
is, condeteate from that, related to the use of expanded 
tobacco, wnich also produced a lesser response on skin of the 

■ i E£] 

animals, 

;had Lorillard already implemented those 

is? 

were incorporated into our products. The 
sheet technology was incorporated into our 
early 1960 s and the expanded tobacco was 
our products in the early 1970s, maybe '71 or 

:here come a time when Dr. Gori became a paid 
the tobacco companies after the tobacco 
working group ceased to be in existence? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Not to Lorillard. I believe he did 
have some relationship with one other company, but I don't 
know the details of it. 

BY MR. HEFTER: 

Q. Do you know which company he may have had that 
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relationship with? 

A. I think it was with Brown & Williamson. 

Q. in forming your opinions about the quality of the 
work and significance of the work that was conducted by the 
tobacco working group, do you rely on any documents in 
forming the basis for your conclusions? 

R. ALLINDER: Object to the form. 

E WITNESS: I rely on all the publications of 

e out of the tobacco working group. I rely on 
T the advisory group which were I think the 
s in the world with respect to the subjects 
o working group was investigating, as well as 
came and entered into discussions about 
ts from time to time with the tobacco working 
ere other scientists. 

EFTER: Can I have that read back. 

(The record was read.) 

. HEFTER: 

Q. Do you rely on any internal documents of the 
tobacco working group in forming your opinions regarding the 
obacco working group? 

MR. ALLINDER: object to the form. 

THE WITNESS: There were internal documents that 
led to the publications and, yes, they would be part of it. 

BY MR. HEFTER: 
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Q. The opinions of the advisory group that you 
referred to, when you refer to them, are you referring 
specifically to written opinions of the advisory group? 

A. No, verbal opinions. 

Q. And these would be verbal opinions that these 
individuals provided at meetings of the tobacco working 



group? 




s correct. 


conveyed 


group mee 



ou relying on any verbal opinions that were 


‘u outside of the context of tobacco working 





BLINDER; Object to the form. 
ITNESS: I don't believe so. 


tgMHfl. HEFTER: 

Q. it true that Dr. Gori's statement that 

smoking in^^^ration is acceptable in his publication, isn't 
it true t hat th at statement benefited the tobacco companies? 
||§j§gg|VL.LINDER: Object to the form. 

THE WITNESS; I don't believe so. Certainly 
Lorillard's sales didn't change as a result of that statement 
^:hat I'm aware of. 

BY MR. HEFTER; 

Q. Do you know what year Dr. Gori made that statement? 

A. I believe it was toward the end of the tobacco 
working group, but I can't give you a year, probably in the 
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late' * 70s. 

Q. From 1975 to 1985, did the sales of Lorillard 
Tobacco products increase or decrease? 

A. '75 to '85, I think they were increasing in that 
period. 

Q. Would it be fair to say that the whole purpose of 
the tobac&Q^companies involvement in the tobacco working 
group was Pto ^get the federal government to endorse the 
concept oA^^jess hazardous cigarette in order to make sure 
itinued to smoke? 

jLINDER: Object to the form. 

FITNESS: No, I would not characterize it in 



HEFTER: 

rauld you characterize it? 

Lid say that it was an effort that was 
le Cancer Institute, a Dr. Baker at the time 
.t who was I think then -- I think Baker was 
the director of the Cancer Institute at the time and Endicott 
was at some higher level, and the two of them initiated the 
LCtivity under, as I said, the lung cancer task force and 
they had obviously a major effort directed to lung cancer and 
they felt it was important, I guess, to start an activity 
that relates to tobacco smoking and try to determine whether 
you can produce a safer product. 
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Q- Do you recall having any discussions at the time 
about the notion of boycotting the tobacco working group, 
tobacco companies boycotting participation in the tobacco 
working group? 

MR. ALLINDER: Object to the form. 

THE WITNESS: I had no such conversation. 

HEFTER: 

r ou know if any member of management of 
my discussions regarding boycotting 
.n the tobacco working group? 

jLINDER: Object to the form. 

ITTNESS: I'm not aware of any such 

it it might help if you tell me who you think 
id with whom might have had such a 

HEFTER: 

lot --my question was not whether you had any 
:hink you answered that whether you had any 
discussion. I think you answered that previously. My 
question is, do you know of any other discussions within 
iorillard between other members of management relating to 
whether Lorillard would or would not boycott participating in 
the tobacco working group? 

MR. ALiLiINDER: Object to the form. 

THE WITNESS: I don't know about the word boycott 
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but there were discussions as to whether I would participate 
in the tobacco working group before I sent a letter accepting 
the invitation. 

\ BY MR. HEFTER: 

Q. The discussions that we are referring to, would it 

1 be fair to say that -- strike that. 

| ^^discussions that you are referring to, were 

those discussions relating to whether you should be the 



person to 


or whethe 


tobacco W' 





participa 



ssent the company on the tobacco working group 
company should have a representative at the 
3 group meetings at all, if you recall? 
iscussions were with the person to whom I 
3 time, and it was specifically whether I would 
1 the invitation came directly to me. 

:he individual who you are referring to, what 



is that personf s name? 


Bennett. 



Q. . Bennett express any reservations to you 

about the participation of a Lorillard representative at the 
working group? 

^ A. No, he did not. 

Q. Do you know if Mr. Bennett had any discussions 
with -- what position was Mr. Bennett in? 


A. President -- I believe he was president at the 


time. 
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Q. Do you know if Mr. Bennett had discussions with any 
other member of management about reservations he or anybody 
else had about your participation on the tobacco working 
group? 

A. I do not know # but he did not discuss any 
reservations by others with me. 

Q. NtouLd it be fair to say that you would not know 
whether members of management at the other tobacco companies 



expressed 
working g; 






st|^; th 



vations about participating on the tobacco 


Id not know. 


ny member of any other tobacco company 


my employee or officer of any other tobacco 


company e?g^sg reservations to you about tobacco company 
manufactu3ters>eing represented on the tobacco working group? 


A. [No. 



Q. it correct that the purpose of tobacco 

companies in participating with the tobacco working group was 
to prevent the tobacco working group from coming up with 
^dverse biological findings regarding cigarette smoke? 

MR. ALLINDER: Object to the form. 

THE WITNESS: No, that was not the purpose at all. 

BY MR. HEFTER: 

Q. Have you been privy to any internal communications 
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between employees of other tobacco companies about whether 
the purpose of their participation on the tobacco working 
group was to prevent adverse biological findings by that 
body? 

MR. ALLINDER: Object to the form. 

THE WITNESS; No, I'm not privy to any such 

!R. HEFTER: 

one of Philip Morris' purposes in sending a 
to the tobacco working group was to prevent 
coming up with adverse biological findings 
-ette smoke, you would not know one way or the 



jLINDER: Object to the form. 

riTNESS: I would not know if that was some 

internal communication within Philip Morris, no, I would not 
know. 

HEFTER: 

Q. The same thing would be true for any other U.S. 
manufacturer who had a representative on the tobacco working 
froup other than Lorillard? 

A. Unless they publicly stated it, I would not know. 
Q. Do you know who a Dr. Homberg was? 

A. Yes. 

Q. Can you tell me who Dr. Homberg was? 
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A. He was an M.D., I believe, that ran an organization 
called Bio-Research Consultants out of the Boston area. 

Q. Did Lorillard contract with Bio-Research 
Consultants to perform biological testing of tobacco smoke? 

A. Yes, they did. 

Q. Can you describe for me what biological testing 
Bio-ReseaiKfi conducted for Lorillard Tobacco Company? 



related t 


that I me] 



ey conducted experiments on skin painting that 
lug fractionation of cigarette smoke condensate 
glfed earlier. They conducted some experiments 




relating tc> ci|Liastasis. I believe they may have done some 
ana %S§iif s v iiillrf :es P ect to radioactivity presence in tobacco or 

I don't recall any others at the moment. 

Q. j&$5«jbu recall when Bio-Research Consultants 


performed 



work for Lorillard? 


S e early mid 1960s -- I would say mid 1960s. 
it be fair to say that Dr. Homberg was the 


research 


;or of Bio-Research Consultants? 


was. 


A. He was the principal. I'm not sure what his title 


MR. ALLINDER: Michael, for the record, I think 


it's Homberger. 

MR. HEFTER: Thank you. 

Did Dr. Homberger publish the results of his 
research that was conducted on behalf of Lorillard Tobacco 
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Company. 


the witness: I think he published some of it, 





but -- yes, I believe he published some of it. The 
fractionation work was not published, and it was basically to 
try to duplicate what had been published by Dr. Wynder's 
laboratory, and most of it did duplicate that work. 
kBY MR. HEFTER: 



published 


>u 'indicated that the fractionation work was not 


that correct? 


LLINDER: Object to the form. 

ITNESS: It had already been published by Dr. 




tynder,an 



e this was more or less duplicative, it would 



not published. 

j§Ug*. HEFTER: 

Q. work on ciliastasis published? 

A. fi—'feedieve it was. 

Q. wtiPhis work on the radioactive to be present in 
tobacco sm^^^^»ublished? 

A. I don't think so. This was a small experiment 
which in itself was not have yielded a publishable document. 

Q . Did Lorillard have the right to -- strike that. 

Did Dr. Homberger require Lorillard's prior consent 
before publishing any of his work? 

MR. ALLINDER: Object to the form. 

THE witness *. I would have to go look at the 
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contract, but normally a contract would say Lorillard would 
be the owner of the work, and therefore, would have control 
over its publication. 

MR. HEFTER: Let's mark this as the next exhibit. 
(Exhibit No. 5 marked for identification.) 

BY MR. HEFTER: 



1 

2 

2 

22 

23 

24 

25 


Q. ^nd^.for the record, I just marked as Spears Exhibit 
No. 5 the Precision of the United States Supreme Court, Food 
And Drug ^^^^istration versus Brown & Williamson Tobacco 
^decided March 21, the year 2000 

I 

Havg you read a copy of the Supreme Court's 
jje FDA case? 

kve scanned it. I haven't read the whole thing. 
ls provided to you? 



was it provided to you? 

ls provided to me by the research library 
ty after it appeared. 

I'm going to turn your attention to page one of the 
opinion of the court. It's page five of the exhibit. The 
first sentence of the opinion written by Justice O'Connor 
reads this case involves one of the most troubling public 
health problems facing our nation today: The thousands of 
premature deaths that occur each year because of tobacco use. 

Do you agree with the United States Supreme Court 
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that thousands -- there are thousands of premature deaths in 


the United States that occur each year because of tobacco 


use? 



MR. ALLINDER: Object to the form. 


THE WITNESS: I disagree in the sense that I think 



this, is a mathematical calculation. It involves trying to 



apportion^the number of cases of various diseases along the 


risk fact® numbers that have been produced in various 



epidemiol 



il studies, and I don't believe this is a valid 


mathemati* 


technique for such a calculation. 



; BY MR. HEFTER: 


Lo you know what mathematical technique the 





rpugh to determine this statement? 



LINDER: Object to the form. 


ITNESS: I don't think the court went through 


any techni 


number th 



it's been 



I think they picked this number out of the 


Center for Disease Control has published and 


red to in many documents. It's the same 


general number in terms of number of deaths claimed. So I'm 


assuming that's where it came from and that's the opinion I 



have regarding it. 


BY MR. HEFTER: 


Q. Do you believe there is any premature death in the 


24 United States as a result of tobacco use? 


MR. ALLINDER: object to the form. 
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THE WITNESS: I don't know, unless you are willing 
to assume that the epidemiological studies are reflective of 
those premature deaths in terms of -- and smoking being the 
cause. 

BY MR. HEFTER; 

Q. Do you agree with the epidemiological studies that 
smoking i|^ the cause of premature deaths in the United 
States? p* 

W NWOPOCf* X 

, the epidemiological studies produce what are 
factors, statistical associations between 
issible causes. They in themselves do not prove 
general sense, although I think the public 
|c€*j and the public health authorities have adopted 
live if you have consistency among these 
iOrillard does not disagree with the position 


kind of data is reflective of causative, 
you are interested and concerned about the 
conservative approach to public health. 

Q. Do you believe that smokers have a greater risk of 
ontracting lung cancer than non-smokers? 

A. Smokers as a group are indicated to have greater 
risk than non-smokers as a group. 

Q, Do you have a personal opinion as to what the 
greater relative risk that a smoker has than a non-smoker has 
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for getting lung cancer? 

MR. ALLINDER: Objection to the form. 

THE WITNESS: It varies in terms of the risk 
factor. The magnitude of the risk factor varies with the 
various epidemiological studies and it also varies in most of 
the studies with the number of cigarettes smoked. So there 
is not a single number. It depends on these particular 


variablesPwhich study are we talking about and what is the 



level of 


cigarette! 



ing we are talking about in terms of number of 




contracti 


•BY MR. HEFTER: 

j^u believe that under any dose response 

a smoker has a greater relative risk of 
cancer than a non-smoker? 
jjMWT! I already said that, as a group they have a 



greater ri^ 


Q. Has Loriliard ever publicly stated that smokers 



have a gre\ 


non-smoke r s ? 


relative risk of contracting lung cancer than 


MR. ALLINDER: Object to the form. 

THE WITNESS: I have certainly stated it in my 
depositions that I have given over time. I have not had a 
press release for something like that if that's what you 


mean. 


BY MR. HEFTER: 
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Q. 

risk for 




Q. 



Q. Other than in your depositions, has Lorillard taken 
or has Lorillard stated publicly that smokers have a greater 
relative risk for contracting lung cancer than non-smokers? 
MR. ALLINDER: Object to the form. 

THE WITNESS: I don f t believe so. 

BY MR. HEFTER: 

believe that smokers have a greater relative 
ntracting any other disease than non-smokers? 
LINDER: Object to the form. 

HEFTER: 

than lung cancer? 

LINDER: Same objection, 

ITNESS: Yes. There are other studies that 

ascular disease where the relative risk is 
of the magnitude that you find with the lung 
risks. The same is true I think for 
same is true for I guess chronic bronchitis, 
been other studies which make other 
assertions, but many of these I don't think have been 
confirmed to the degree that it has in the diseases I just 
entioned. 

BY MR. HEFTER: 

Q. Would you agree from an epidemiological point of 
view that smoking causes lung cancer? 

MR. ALLINDER: Object to the form. 


INTERIM COURT REPORTING 
(212) 490-3430 


involve c 
increased 
cancer rel^a 
emphysema. 
and there 




httpRlegacy. I i b|ary. ucsf. 


'.industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1221 




117 




v. 


ft' 

«V 


w 




¥ 


V 








THE WITNESS: From an epidemiological point of view 
I think smoking is a risk factor and that in my judgment is 
all one should conclude from an epidemiologic study or 
studies. I think if you -- as I said before, if you are in 
the public health service or protecting the health of the 
public, you could reasonably take this as causative and we 
have not Lorillard does not disagree with that 
interpretation. 

R. HEFTER: 

Lorillard conducted toxicological studies to 
her any compound in tobacco smoke is 



program a 
we employ 
smoke medfa 
is both w 
inhalatio: 




rc^inogenic to animals, yes. We have had a 

tinue a program of testing any additives that 
bacco to determine whether or not they in the 
duce any change in response in animals. This 
spect to mouse skin and with respect to the 
y that I mentioned earlier, and also a number 
of in vitro assays. 

Q. You refer to in vitro assays. Can you describe for 
he record what an in vitro assay is? 

A. Generally in vitro is something that's done outside 
of the whole animal. It uses animal parts or cells not 
necessarily just animal parts, but living components and/or 
cells and carry out tests at that level without the intact 
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organism 





Q. Has Lorillard Tobacco Company ever conducted in 
vitro assays of human cells to determine the carcinogenic 
nature of any compound or part particulate in tobacco smoke? 

A. No. Most of the human cells are in tissue cultures 
and I think it's been our general opinion that these are not 


very producable, and there is not a standard test using 



tissue cu 


exp er linen 


just don't 





i Comt 



I can't fully remember whether we 
ith HeLa cells, which are a human cell lung. I 
*mber. It's possible, 
i on -- strike that. 


n'; was the first time that Lorillard Tobacco 



co$®feicted skin painting experiments? 


A. In the 1960s. 

Q. We|$&*you part of the research -- strike that. 




jne finish. Were you one of the researchers who 
¥ painting experiments for Lorillard Tobacco? 


ducted a part of the experiments in terms of 



conducted 


the fractionation work that we did that was done either by me 
or my direct supervision. I participated in the planning of 
the skin painting studies. They were done as I pointed out 
lit Dr. Homberger's laboratory, and also Dr. Wynder's 
laboratory where we were providing materials to that 
laboratory as well. 

Q. So would it be fair to say that Lorillard did not 
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conduct in-house its own skin painting experiments in the 
1960s? 

A. We did not house animals for that purpose. 

Q. Did Lorillard contract with any other outside 
entity other than Dr. Homberger's and Wynder's laboratories 
in the 1960s for conduction of skin painting tests? 


A. /There was -- I can't give you the exact time. It 


f may have 



efore the 1960s, but there was some work at I 



think John|>|gir jc Johnson, and this was an attempt to replicate 
Dr. Wynder'^ earliest skin painting result. 

Q. the company need to replicate Dr. Wynder's 

^results results were already published? 

ALLINDER: Object to the form. 




that could 


published 
can replic 



g ITNESS: There had been many published results 

be replicated, and I think if something is 
iiieiL the first thing you want to do is see if you 
if not, fine. 
fflffSt. HEFTER: 




Q. Wasn't the purpose of the skin painting experiments 
that were contracted for by Lorillard to dispute the validity 
of Dr. Wynder's results? 

^ MR. ALLINDER; Object to the form. 


THE WITNESS: Not at all. 


BY MR. HEFTER: 


Q. Other than Dr. Homberger's, Dr. Wynder's and 
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perhaps Johnson & Johnson, do you recall any other skin 
painting experiments that were contracted for by Lorillard 
during the 1960s? 

A. No, I do not. 

Q. Does Lorillard continue to conduct skin painting 
experiments today? 

A. ; We do conduct them today. 

Q. I^ryou conduct them in-house today? 

A. |gjr^hey are conducted at consulting laboratories 

Q. pjyy^iorillard ever conducted skin painting 
e xpe r ime n tlffRfc hou s e ? 

A.. 'Hoi we have not. 





25 


.'t it correct that the purpose of the skin 
painting experiments at Lorillard has never been to determine 
the carcinogenic nature of any compound in tobacco smoke? 

jLINDER: Object to the form. 

TITNESS: That's not correct. 

SYjMR. HEFTER: 

Q. Can you identify any research skin painting 
experiment that was contracted for by Lorillard whose purpose 
was to determine whether or not a part particular compound or 
particulate in tobacco smoke was carcinogenic? 

MR. ALLINDER: Object to the form. 

THE WITNESS: To mouse skin and that was the 
purpose of the work that went on at the Homberger 
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laboratories as well as Wynder laboratories. 

BY MR. HEFTER: 

Q. And.those are the only research experiments of the 
skin painting nature that was conducted by Lorillard for the 
I purposes of determining whether or not a compound or a 
j particulate in tobacco smoke is or is not carcinogenic? 

I MR. ALLINDER: Object to the form. 



on today a 


to determi 


tobacco ap 




WITNESS: No. Those experiments like that go 

ier laboratories, and the purpose of those is 
tether or not additives that we might employ on 
in the smoke and influence the tumorigenic 


-esponse on mouse skin. 



because itf 


tlie mouse skin assay continues to be used 
^fhe only assay that produces a tumorigenic 


response. not used because we think it's a totally 

relevant afegay/ but it is the only one that scientists have 



to use in 


■field. 


iorillard Tobacco's research experiments 


concluded &asea on the skin painting experiments that have 

i 

gone on from the '60s to the present, have they determined 
that any additive that's used by Lorillard in its tobacco 

3 

products are tumorigenic? 

MR. ALLINDER: Object to the form. 

THE WITNESS: The answer to the question is 
difficult because that is not the only thing that we rely on 
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to make the determination. There are mutagenic tests we 
conduct and if potential additive fails in mutagenic tests, 
then it doesn't go on to the skin painting and the more 
expensive long term studies. 

So there is a protocol here that carries through a 
series of tests from short term least expensive to the most 


expensive,. which are the long term skin painting inhalation 



studies. 


Fto be susp 


that forwa 





at we would reject items that appear early on 
s by virtue of mutagenic, 
see something mutagenic, we would not carry 
any additional testing. We say we would not 



Consider t^^^j urther * It's unlikely you would get in the 
end ^3duc^|kin painting a major difference or significant 
differencerSrtff respect to an individual compound. I don't 


believe we 


, but I would have to look back at all the 


data and m 



ure that's correct. 


. HEFTER: 



Q. there been additives that Lorillard has 

researched'that have passed the mutagenic tests but have been 
included in the product because they have not failed the 



tumorigenic test? 


A. No. 


Q. So if a product fails the tumorigenic test -- 
A. Automatically would be out. 

Q. X recall you testifying earlier that you did not 
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conduct tumorigenic tests past 90 days, is that correct? 

A. That's the inhalation. That does not produce 
tumors. 

Q. So the tumorigenic test that you conduct -- 
A. Is mouse skin. 

Q. Is mouse skin painting, correct -- I apologize, you 
are the one who is testifying. 



you condu 


of animals 




:umorigenic mouse skin painting studies that 
>w long do those generally take? 


varied over time in that we change the strain 
it time and we have a strain that gives a 






Response controls in about 1 think between six and 12 

montjSJ to that we would run 15 to 18 months. 

# Q. ffie^umorigenic and mutagenic test that you run are 
experimentsJp£o the mutagenic or tumorigenic properties of 
additives, pEIthat correct? 

|g^mLLINDER: Object to the form. 

fff|rTtlTNESS: That's correct. 

BY MR. HEFTER: 

Q. Has Lorillard Tobacco Company ever conducted animal 
skin painting tests to determine whether any part particulate 
in whole smoke is or is not carcinogenic? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Smoke condensate as we collect it is 
tumorigenic in mouse skin painting and it was shown back in 
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the 1960s, and we have used that assay with variations 
including more sensitive animals, what have you, over time. 
So, yes, cigarette smoke condensate selected and applied in 
sufficient quantities to the backs of susceptible mice give 
you a response. 

BY MR. HEFTER: 

Q. {4y question is, is with respect to any particular 
arette smoke, has Lorillard Tobacco Company 
ompound and conducted a study to determine 
cular compound in the tobacco smoke is 


compound i 
^isolated t 
whether a 
tumor igenifP 1 ^ 

LINDER: Object to the form. 

WITNESS: Benzo(A)pyrene is frequently used and 

| may be use faij a control in many of these studies. It's 
applied at a^^vel that gives a positive response and 
benzo(A)pypsae is a component of tobacco smoke. We have 
isolated ifjmBli identified it in tobacco smoke and there is 
no questio|PP^you apply it in sufficient quantities to the 
skin of the animal, you will get a tumorigenic response, but 
just so you are not led, it's many, many times the 
concentration that's found in tobacco smoke that gives that 
response. 

BY MR. HEFTER: 

Q. Do you believe that benzo(A)pyrene, BAP for short, 

is that correct? 


Legacy, library, ucsf. 
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A, Correct. 

Q. is a human carcinogen? 

A. I think in terms of the IR classification I believe 
it's an animal carcinogen and it's a suspect human 
carcinogen, but I'm not 100 percent positive. 

Q. Other than the mouse skin paintings, has Lorillard 
Tobacco Company ever conducted any other toxicological study 
to determi^gi^hether benzo(A)pyrene is a human carcinogen? 

LINDER: Object to the form. 

ITNESS: There isn't any other study unless 

exposed to benzo(A)pyrene, humans exposed to 
in some sort of a workplace or environmental 
s why I think it's a suspect rather than a 
rcinogen. That data does not exist. There is 
ago that roofers have a higher incidence of 
ncer and roofing materials at the time 
benzo(A)pyrene. 

ame thing is true with chimney sweeps and 
there is inferences that this may be benzo(A)pyrene, but it 
can't really be proven directly. There is more in the 
chimney sweep -- in the chimney materials than just 
enzo(A)pyrene. 

MR. HEFTER: How long have we been going. Bill? 

Let's take a break. 

(Recess was taken from 2:44 p.m. to 2:53 p.m.) 
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BY MR, HEFTER: 

Q. As a result of Lorillard's skin painting 
experiments has Lorillard determined that any compound other 
than benzo(A)pyrene in tobacco smoke is tumorigenic? 

MR. ALLINDER: Object to the form. 

THE WITNESS: To mouse skin? 

BY MR. HEFTER: 
use skin. 

we have used -- I believe we have used 
e and maybe benzanthracene as controls from 
They are also components of tobacco smoke, 
race quantities. We have conducted 
expeS§^S 83 nt£^£here we have added phenols and some of the fatty 
acids whicnwlre suspect carcinogens by at least some people 

hich is another compound in tobacco smoke 
to be a carcinogen. 

e participated in formulating experiments 
those materials. 

Q. During the course of these experiments, has 
Lorillard Tobacco Company determined that any one of the 
compounds or acids that you just identified are animal 
carcinogens? 

MR. ALLINDER: Object to the form. 

THE WITNESS: They are not carcinogens. The 

question is whether or not they influence the response you 
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get on mouse skin when you put tobacco smoke condensate on 
the mouse skin, which contains these materials and our best 
answer was that if they have an influence it's slight, and we 
have never been able to explain the response on mouse skin in 
terms of individual compounds that are present in cigarette 
smoke condensate. 

Jo the best of my knowledge, that is not untrue of 
Lorillard,ypaBtrue of all of the investigators that work in 
?this field^j^l Lere 210 chemical definition of cause of 
cigarette condensate on mouse skin. 

Q. iP^P^alking about not only mouse skin now. What 
Sfc'm talkin^^^Sut is any other toxicological testing that 


Lori! 


done or contracted for. Has Lorillard made the 



determinat ionjc hat any compound in tobacco smoke is 
carcinogenic^ animals? 

fijE,l ; ^XLLINDER: Object to the form. 




experiment! 


Fitness: I don't believe so. The only other 

fate to nitrosamines and we have not 


specifically conducted nitrosamine experiments that I can 

recall. 



BY MR. HEFTER: 

Q. And that would be true in-house or by contract? 
A. Yes. 

Q. Are nitrosamines a known animal carcinogen? 

A. Some of the nitrosamines are, not to mouse skin. 
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Q. Would it be fair to say that it is your opinion 
that it is impossible in any toxicological study to determine 
whether any chemical compound is a human carcinogen? 

MR. ALLINDER; Object to the form. 

THE WITNESS: By virtue of an animal experiment the 
answer is yes. 

BY MR. HEFTER: 

Q. j^pvlrtue of any toxicological study, human or 
animal,- wo^^our answer be the same? 

A. there has been a human exposure to the 

agent you eBfrWIetermine whether or not you have a tumorigenic 
esponse the humans that were so exposed. This is a 

casefWilth uranium miners, you have the exposure to the 

radiation find determination can be made that radiation is 
carcinogenic^ humans. If the only thing you add was animal 
data you couldn't reach that. 

Q. $MM take the uranium miners example that you put 
forward, a toxicologist determine whether 

radiation exposure is carcinogenic in the context of an 
exposed population? What tests would they perform? 

A. Carry out epidemiologic studies. In other words if 
the relative incidence of tumors, may be a specific tumor 
type among uranium miners is the incidence different than it 
is in a population that's not exposed. 

It 1 s a classic epidemiologic study and you would 
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couple that with animal experiments to confirm again the 
direct response because there could be confounders present in 
the epidemiological study that you couldn't account for, were 

not accounting for. So you need the animal conformational 

information and it's also nice to have information at a 
cellular level that the radiation is indeed changing the 
cellular mechanisms. 



level the 


nucleus, c 




rould you determine whether at the cellular 
;ure was changing the cellular mechanisms? 

Ler or not you were seeing changes in the 
isome breakage, lesions. You could also look 






#t adduct |oJngti° n in today's kind of state of the art. 

one would determine whether there is breakage, 
deletfiSi o|flBcjuct formation by looking at those individuals 
tissues, is correct? 

A. ^es^^that's correct. 

Q. ijj^irforillard Tobacco Company ever looked at the 
tissues of ^^ers to determine whether there is breakage, 
deletion or adduct formation? 

} 

MR, ALLINDER: Object to the form. 

THE WITNESS: I'm sorry, I was speaking of animals 
when I said you would do that work as conformational work to 
the epidemiological observation of a higher risk among 
uranium miners. 

BY MR. HEFTER: 
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Q. Is it possible to look at human tissue to determine 
breakage, deletion and adduct formation? 

A. It may be. 

Q. Has Lorillard Tobacco ever looked at human tissue 
to determine breakage, deletion or adduct formation as a 
result of tobacco smoking? 

MR- ALLINDER: Same objection. 

ITNESS: No, Lorillard has not. I am trying 

to recall |on' t think there is any demonstration of that 

among toba^qJmokers. 

HEFTER: 

t^is the basis for you saying that? 
trying to recall the literature, 
u know of any literature which has determined 
dduct formation based on tobacco use? 

is literature that would suggest that there 
tion. There is general adduct formation with 
kild say my interpretation of the literature is 
that the same adducts are present in smokers as there are in 
aging non-smokers. 

Q. What is the basis for your statement? 

MR. ALLINDER: Were you done with your answer, Dr. 

Spears? 

THE WITNESS: Yes, I said that f s my -- 
BY MR. HEFTER: 
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Q. What is the basis for your last statement? 

A. That is my summary of the literature that I have 

reviewed on this material. 

Q. Have you put together a list of the literature that 
you have reviewed? 

A. I don't have a specific list on that subject. 

Q. Does it form the literature that you reviewed with 

respect to^^B subject form the basis of any opinion that 
ou purpor^gy express in Spears Exhibit No. 1? 

A. ^gggleg^'t think so. Let me make sure. It doesn't 
unless I aiiclfraed a question in this regard. 

r| ^ EFTER; Let me just state for the record just 

becaWi I tgiink I need to make a statement for the record 

m j 

that to th ^ext ent that -- you know our position about 
whether, in gfet. this document, Exhibit No. 1, actually 
states any^exp^rt opinions, but to the extent that Dr. Spears 
intends toPPPrtr expert opinions, we are entitled to a list 
of his documents, the documents which form the basis 

for his opinion and those of which he is relying which we do 
not have as part of this report or otherwise. 

MR. ALLINDER: I understand your position and I 
will take it under advisement. So far as I know, the list of 
reliance materials that is appended to and is part of Exhibit 
No. 1 is complete. I will certainly confer with Dr. Spears 
and should there be any supplementation required we'll 


egacy.library.ucsf.< 
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^individual f c 






>ecause thfTr 
and 


mechanisms w. 
if DNA can 
that are o 
incorporat 




provide it promptly. 

MR. HEFTER: Again, I reserve the right to review 
that material and re-depose Dr. Spears, if necessary. 

MR. ALLINDER: I note your position. 

BY MR. HEFTER: 

Q. If researchers were able to determine breakage, 
deletion and adduct formation as a result of tobacco company, 
wouldn't irf^i true that smoking would be a cause of that 
ase? 

LINDER: Object to the form. 

ITNESS: I don't think you can conclude that 

re repair mechanisms which are also operative 
et^niine whether or not you get a tumor is not known. 
ITNESS: But it is known there are repair 

h repair genetic damage that cause cell death 
e repaired, so there are control mechanisms 
ing to prevent these mutations from becoming 
the cells that become cancerous. 

Y MR. HEFTER: 

Q. Isn't it true there is scientific literature that's 
been published that smoking prevents the control mechanisms 
o work properly? 

A. There have been a lot published in the field, but I 
don't believe there is -- I don't believe there is a 
significant number of papers that say that the adducts and 
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the numbers of adducts found in smokers is very different 
from that found in non-smokers , and as I said before, I think 
many of these adducts are the same adducts that appear with 


Animal experiments have been conducted which 
demonstrate that, so that obviously something is going on 


that prevents most people from developing tumors. So that 



this obvio 


Jstory. It 
point. 





is not the whole story, cannot be the whole 
piece of scientific evidence I think at this 


EFTER: Can I have that read back. 


(The record was read.) 


MR. HEFTER: 



ire^here any papers that have determined that 


IS*® v smokers havej&are adducts than non-smokers? 





methods fo] 


newer me the 


s have been claims, yes, and some of the 
Lrmining adducts have been abandoned with 
faking place. I think, for example, there is I 


19^^. believe a fluorescence procedure that was used. There is 


2(^^P-32 labeling which is another procedure and some of the 
23^^adducts that are separated with P-32 labeling were thought to 
. 22 t>e unique, but really unresolved in chromatography procedures 
.> 23 and solvent extraction procedures. 

24 New procedures have been developed and what were 

... • ' ' 

'$’25 thought to be, for example, benzo(A)pyrene adducts no longer 
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look like they were benzo(A)pyrene adducts. So I stick with 
my conclusion that this is an emerging field. There is a lot 
of publications. Some of them are not repeatable. Newer 
techniques are showing some of the earlier interpretations 
were not correct. 

Q, Has Lorillard Tobacco Company performed any studies 


using the P-32 method that you describe? 



jbacteria. 



n humans, human material. We have in 


lat^were you looking for in those studies? 



A. pOTi|ng for adduct formation. 

^ Q. ^^^ftimals? 

jS5 &£& in bacteria. 

|So^|ere the results of your studies using the P-32 
technique subtexthat you determined there was adduct formation 
in bacterilTaEpa result of tobacco smoke? 




A. ^grtkPve a response from bacteria that we were 
trying to Jiqplllin by determining -- trying to determine 
whether or r not there were adducts being formed by a response 
to tobacco smoke, and to my knowledge, that work has not 
concluded. There have been experimental difficulties in even 
isolated DNA from bacteria. It's not -- every organism 
presents some special challenges to isolating the DNA to 


begin with. 


So you have to try to work out all these techniques 
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1 without destroying the adducts and that's some of the 

2 complications that are involved in this type of research. I 

3 think in answer to your question, the answer is, no, we have 

4 not concluded that adducts are formed as a response to 
tobacco smoke, exposure in these bacteria. 

Q. But you have concluded that some adduct formation 
has occurred in these experiments? 

LINDER: Object to the form. 

ITNESS: You see adducts, but whether they are 

due to smote. Q& not, that's another question. 

HEPTER: 

Q. fTtpHi possible they formed as a result of smoking? 
ALLINDER: Object to the form. 

ITNESS: I think that's a mischaracterization 

ded to say. I think we are saying at this 
ot able to isolate adducts from either exposed 


of what X 
point we a 
or non-exp 

a . HEFTER: 

entioned before a fluorescent chromatography? 
A. Yes, I believe that's right. 

Q. Is the fluorescent chromatography the same as the 

22 .P-32 experiments or is that something different? 

23 A. No, something different. We have not applied it, 

24 but it's a technique that was reported in the literature that 
25 turns out to be less sensitive than P-32 post-labeling. 







INTERIM COURT REPORTING 
(212) 490-3430 


http ://legacy.library.ucsf.ecBi2toil6dqBRp@0/iad(fw.industrydocuments.ucsf.edu/docs/zjgl0001 


52312 124 ® 




136 


if 






11 

1: 


1 

2 
2 
2 

23 

24 

25 


to isolate jui 
with somet 









Q. I think I heard you correctly when you said that 
you have not -- when I say you, Lorillard, has not availed 
itself of the fluorescent chromatography technology? 

A* That's correct. 

Q. How would you describe the P-32 fluorescent 
| chromatography? Is there an easy way to describe those types 
of studies? 

x. j . 

LINDER: Object to the form. 

ITNESS: They are studies where you are trying 

cts and you are trying to tag the molecules 
because they are there in very small 
oncentrat^^ and the P-32 post-labeling technique is where 
you laip^ing your DNA fragments, which presumably contain 

adductiVe |lBB|ials with something that you can analytically 
determine. 

uch approach is tag it with something that f s 
fluorescen^a^ce fluorescent procedures can be highly 
sensitive,rg^Hanother is to tag it with radioactive 
materials, such as P-32. So this gives you a tag when you 
are trying to isolate something in minute, really minute 
quantities. 

BY MR. HEFTER: 

Q. Other than the P-32 experiment, has Lorillard 
Tobacco Company used any other experimental technique to 
determine, to try to isolate adducts? 


* 


i 

jv 
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22 


23 


24 

k . 

25 


A. Not to my knowledge, but I don't know what they 
would be otherwise. 

Q . You don't know of any other technique in the 
scientific literature to determine adduct isolation other 
than the P-32 experiments and the fluorescent chromatography? 

MR. ALLINDER: Object to form. 

THE WITNESS: There is certainly other techniques 
if you tak||£(lm in large quantities and put it in a test tube 

Sfs * 1 ‘'*88 

to something like benzo(A)pyrene or 
diol, the active form. You can certainly 
in that kind of an environment, but if you go 
“ell and expose it, then you are looking at very 
[uaig^-ties and that's a new challenge. 

HEFTER: 

iOrillard Tobacco ever conducted the type of 
escribed? 
t believe so. 

jwas the first time Lori Hard Tobacco Company 
used animai inhalation studies? 

A. We started some animal inhalation studies back in 
the early 1960s that related to work that we did on 
cLliastasis. 

Q. Does Lorillard Tobacco Company -- and I apologize, 

were you finished? 

A. Yes. 



ft , 
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23 
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Q. Does Lorillard Tobacco Company conduct animal 
inhalation studies today? 

A. Yes. 

Q. And is it fair to say that from the 1960s to the 
present, Lorillard Tobacco has employed animal inhalation 
studies continuously throughout that time period? 

A. Essentially continuously. I wouldn't know -- there 
are probabjgjPWmes when there wasn't an experiment running, 
ut as I s^yf'^ssentially continuously in some animal, 
rather. 

Q. ^Wrtwas the or what is the purpose of the animal 
nhalationfs fu^ ies that the company is conducting today? 

hought I answered that, but it's to investigate 
we would potentially use in our products 
rs or for some other purpose, 
all your testimony on that and just so I'm 
ecord is clear, do the animal inhalation 
illard Tobacco has conducted from the '60s to 
the present, have they had any purpose other than to 
determine -- other than to study the additives that are 
placed in their products? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Yes. The initial studies were 
involve looking at what I call ciliastasis and we had in our 
own laboratory experiments as well as in a consulting 
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laboratory a couple of investigators who were working with 
us, but there were studies that involved various animals 
where you could easily observe ciliary action, and some of 
those were the cat, the rabbit and we used clam gills and 
frog esophagus. 

Over time these different organisms in animals were 


used for that purpose. Most of that was back in the 1960s in 


terms of 





and ran into the 1970s. 


HEFTER: 


additives. 



than to study ciliastasis and to study the 
there been any other purpose behind the animal 


inhalationHshudies? 




Ijijgggfht, well, we also in the same time frame looked 
int^^tSe lpfrer^ respiratory tract and studied the free lung 
cells that w£g|e there, including macrophages and their 



function, < 
being able 


>r how well they functioned with respect to 
:ill bacteria. 

t were basically looking at the lung defense 



mechanisms : and whether cigarette smoke had an impact on these 
mechanisms. 

Q. What were your conclusions about whether cigarette 
^moke had an effect on those lung mechanisms? 

MR. ALLINDER: Object to the form. 

THE WITNESS: You could demonstrate in these kind 

of experiments that you could certainly expose them to high 
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enough levels of tobacco smoke that you can create a 
response, but to interpret that I think was more a result of 
other investigators' work where they were looking at human 
individuals in terms of pathology, in terms of muco-ciliary 
clearance, using some short-lived radioisotope and that sort 
of thing, and the general conclusion is in the average smoker 
the ciliary activity is functioning as well as the macrophage 


activity. 




interesting to note that viral infections 


cause kindlof A stripping of the respiratory tract with 


respect toj 



.a and must regenerate. 


. HEFTER: 



&I sorry, I just didn't hear the last few words, 
slftd and then they regenerate when you get over 


the viral infarction. 


Q. result of your studies, the lower respiratory 



tracts, di< 
ciliary ad 


conclude that there was any diminishment of 


A. in these models you could demonstrate that. We 

f 

then went further because there were attempts to determine 
'what in tobacco smoke was causing the response and most of 
%ie response is due to the so-called vapor phase components 
that are water soluble. 

We conducted experiments that demonstrated that 
many of these components that affected ciliary activity in 
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the animal experiments were absorbed in the oral cavity and 
did not go into the lower respiratory tract. 

Q. Are you aware that there is scientific literature 
which suggests the exact opposite, that there is significant 
ciliary diminishment in the lower respiratory tract as a 
result of tobacco smoke? 


A. There are no ciliary in the lower respiratory 


tract. I 



liking about the alveolar area of the lung, 
jorillard Tobacco Company ever publish any of 



j the resultjpuP^ its animal inhalation studies? 

A. so. I know we certainly presented it at 


^onferencesT 



conference! 


presented: 


you recall -- can you recall any specific 
?^|hich any animal inhalation study was 



A. STSF^Jlook at m Y curriculum vitae, that can help. 
Yes, there fa^ ne publication difference in cilia toxicity of 


cigarette 


i, comparison of two methods, published in the 



American Review of Respiratory Diseases by Dalhamn, Rylander 

■ 

and myself. 

Q. Where are you referring to, sir? 

^ A. I am referring to page seven, top of the page. 

Q. Do you know if Lorillard Tobacco Company has 
published the results of any animal inhalation study that it 
has conducted since 1967? 


httjfc/y 


egacy. library, ucsf.i 
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A. Yes. 

Q. Can you identify those for me? 

A. There was a publication I think a year or so ago, 
and I can't remember the journal, but it is a summary of many 
different inhalation studies that Lorillard has conducted. 

It might be Food Safety or something like that may be the 
journal, I.don't know. 

Q. j|$^yTlu recall any others other than -- 
S A. published. In that particular article is a 

tremendous ^amoaint of data. It's years of work in that one 


11 article. 



►tier than this Food Safety article -- 



studies th|| 
talking abo 


at the tim 




that is the publication covering the inhalation 
I have done from that period that you are 


the period we are talking about is from 1967 to 


the publication? 


* these are experiments I think that were 


conducted largely between, say, 1980 and presently. 


Q. From 1967 to 1980, do you recall Lorillard 
publishing any animal inhalation studies, the results of 


those? 


23 A. No, that's the period of time that we were trying 

24 to develop the methodology. It's a period of time the 

25 tobacco working group was off working and we were being 
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ft' : 

d. ■■■ 







supportive of their work, and internally we were looking at 
methods as well, how to get deposition in the lower 
respiratory tract of the animals, whether you were or not. 
All of that kind of methodology was being done at Lorillard. 
So it predated the actual inhalation experiments. 

Q. What is ciliastasis? 

A. Cilia are cells that have a structure called a 
cilium, wh^ifiis a protrusion, hair-like structure. These 
ells lineupper respiratory tract, the trachea, major 
bronchi and^.h0ir purpose is to beat in unison in order to 
propel mucllFtFp out of the respiratory tract and propel up, 
hen any particles or materials that are on the mucus layer. 
So ifPli a hanism of removing materials from the upper 
respirator r|ct, sometimes called the muco-ciliary 




estion is what is ciliastasis? 
bse cells stop functioning then you call it a 
ivent. 

Q. Based on the toxicological study that have been 
conducted at Lorillard, does smoking cause ciliastasis? 

A. We cannot say from the studies at Lorillard, but we 
can say that we can demonstrate in animals that you can get 
ciliastasis, animal exposures. 

We can further demonstrate that the materials that 
cause that effect in the animals are absorbed in the oral 
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*l !T?-V. 


cavity of man. and other investigators have published 
indicating there isn't a significant cilia static affect in 
the average smoker. 

Q. When was the first time that Lorillard determined 
that you could determine in animal studies the ciliastatic 
affect of smoking? 

MR. ALLINDER: Object to form. 

'ITNESS: We were studying this back in the 

HEFTER: 

Q. jat when the company first determined that you 

!ould demodslrite ciliastatic effect in animal studies? 

these bioassay systems that we had developed and 
;a$ the -- the early ones were the clam and 
rabbit and the cat. 

results of those studies in the early '60s 
article written by, authored by you, 

.hamn? 

of that, yes, and some of the other work that 
was done by Rylander and Dalhamn in their laboratories was 
*also published, but I wasn't an author, but it was work 
sponsored by Lorillard. 

Q. Turn to page three of your expert report. I will 
refer you to the first full paragraph where it states I may 
testify about research Lorillard has sponsored or conducted 
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itrying to 
those that 
response it 
r ork on belfz 







in-house on smoking health issues including research related 
to the chemical composition of cigarette smoke. 

Do you have an expert opinion of the research that 
LoriHard has sponsored or conducted in-house on smoking and 
health issues including research related to the chemical 
composition of tobacco smoke? 

A. Yes, I have an opinion. I mean, it was high 
quality rejp^^^h that was conducted over time of a program 

..a.. ^ 

ify components of tobacco smoke, particularly 
t have a biological activity, that is, cause a 
ioassay system. This ranges from the early 
)pyrene and then we had studies developing 
meth&steBi fo*^$etermination of phenols, which at the time were 
thought' to" romotors in the mouse skin, promotors of 

and also were thought to have some role in 
in these bioassays we were using, 
t on to look and identify many compounds that 
these fractions that we generated that were 
painted on ‘mousfe skin, and published the results in terms of 
what we were identifying. That led to some of the mouse skin 
painting experiments that I already described where we were 
sting some mixtures of compounds that we found to be 
present in tobacco smoke. That would be I think the nature 
of the testimony. 

Q. I may have asked you this before, if so, I 
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apologize. Has Lorillard ever published any article or 
written statement to the public that any particular compound 
in tobacco smoke is known to be an animal carcinogen? 

MR. ALLINDER: Object to the form. 

THE WITNESS: Specifically stating that this 
compound is in tobacco smoke and is an animal carcinogen? 


BY MR. HEFTER: 


' t think so. 






LINDER: Same objection. 


, HEFTER: 


pen 




ou aware that over the course of the same 


ie from the early '60s to the present that there 



exists scilntT^ic literature which have concluded that 

particular ^pounds in tobacco smoke are known to be animal 




carcinogens 


Q. wirfralked about animal skin painting experiments as 

well as animal inhalation experiments. Can you identify any 

i 

other types of bioassays that Lorillard has used to determine 
^the chemical composition of cigarette smoke? 

^ MR. ALLINDER: Object to the form. 

THE WITNESS: I don't understand your question. I 
understood you to say what other bioassay systems has 
Lorillard used to determine the composition of tobacco smoke? 
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BY MR. HEFTER: 

Q. Correct. 

A. You don't use bioassays to determine composition. 

Q. Can you identify for me -- other than skin painting 
experiments or the animal inhalation studies, can you 
identify for me any bioassays that Lorillard has used to 
determine j;he carcinogenicity of any chemical compound used 
in tobaccopSffioke? 

iLINDER: . Object to the form. 

WITNESS: We have used and I think continue to 
use most of**TTT^se, but we have a program of evaluating 





dditiyes,^pgtgntial additives to tobacco, and we start out 
withW%er$!% of short term tests. Among those are the Ames 
mutagenic testS. There are tests to determine whether or not 
you affect immuno-competence of the test system by a 

specific c^mpo^ent that you are testing or ingredient that 
you are teftlM§. There are tests that try to determine 
whether or^^^there is any cardiovascular effects. 

Actually, I think there are additional mutagenic 
tests including cystochromagenic exchange is another we have 
used, and I think we may still use. Then we get to the 
longer term, there is a longer term inhalation study and the 
mouse skin studies which we thought to be and I'm sure I'm 
not covering all the individual tests we have used or 
continue to use in this evaluation scheme, but those are the 
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ones that occur to me at the moment. 


BY MR. HEFTER: 



Q. There is just one that X just didn't hear properly. 
MR. ALLINDER: Cystochromagenic exchange is that 
the one where your eyebrows went up, is that right? 

MR. HEFTER: If you saw my eyebrows go up, you are 



probably right. 




early hydr^ 


LINDER: That's one you don't have notes on? 


Mr^-HEFTER: That's correct. 

THE WITNESS: I recalled another we have used is 
■|^fe|onhydroxylate activity. 


. HEFTER: 



to determii 


re.'you used these tests, the ones you just noted, 
blether or not any part particulate in tobacco 





smoke or an y^gp mpound, chemical compound in tobacco smoke is 
or is not ca re rnogenic? 

r|^^^LLINDER: Object to the form. 

S ITNESS: I don't recall that, but that's not 

se of the test. It's to determine whether or 

) 

not a potential additive to tobacco is suitable from our 
point of view with respect to its toxicology. 

£ i 

^ BY MR. HEFTER: 

Q. Other than the experiments that you just -- the 
types of experiments that you just noted and the skin 
painting experiments and the animal inhalation studies, can 
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you think of any other type of experiment that Lorillard 
employs or has employed in its research activities? 

MR. ALLINDER: Object to the form. 

THE WITNESS: No, I think that that covers 
everything that occurs to me now. 

BY MR. HEFTER: 

Q. I would like to turn your attention to the next 
paragraph |g^f%ur .report which is the second full paragraph 

refer your attention to the last sentence of 
here you state I may also testify concerning 
orts to modify its products over the years? 





you have an expert opinion as to how 
Lorillard - p^sfj rike that. 

Do^mu have an expert opinion regarding Lorillard's 
efforts to gn^^fy its products over the years? 

A. know what modifications have occurred, and I 

know what c^^^ft.lly the scientific community -- there was 
knowledge in this area was suggesting with respect to product 
"modifications over time, and basically what Lorillard did in 
jsome of its research activities in response to those kind of 
opinions and communications in the scientific community. 

Q. What is your opinions with respect to that? 

A. Well, on some of it I already talked about, but in 
response to the skin painting activity in the early 1960s 
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some, particularly with Dr. Wynder's laboratory and then some 
of the confirmation in Homberger's laboratory, we adopted the 
use of reconstituted sheet which had a lower response of 
condensate from which had a lower response on mouse skin. 

Also, in the early 1970s we started to include, 
expanded tobacco into our products and this too shows a lower 
response on mouse skin condensate from it. This was all 
confirmed to us with the tobacco working group 

ctivities they conducted mouse skin painting 

experiments^prythese same materials. 

(f^l^time there was a feeling that if you could 
ncrease tlHfpSrosity of paper and that sort of thing, that 
thisghR8$ild Reduce possibly reduce activity on mouse skin, but 
more^Spor^^^^y, it became a technique of general reduction 
in terms of and nicotine, and we have adopted more porous 

<£ efficient filters, including ventilation 
©u to reduce paper paste components that are 
conventional type of filters without 


QJ 

papers and 
which alio 
not reduce 
ventilatio 



Again, all these areas have been researched and 
adopted into most of our brands. As I indicated, much of 
¥his is consistent with a direction that came out of the 
tobacco working group activity and the direction that was 
being promoted by Dr. Gori at the time. 

Also, in that same time frame there were 
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suggestions that people smoked for nicotine, and therefore, 
if you could maintain the level of nicotine and reduce tar 
selectively, tar being the other components and thought to be 
those that produced a response on mouse skin, that this would 
be a "safer cigarette.” 

We conducted a research program that was aimed at 
the possibility of trying to do that. That same proposition 
was advan|$laBy some folks in the UK as well in that same 
time fram|^T^|t was kind of a group of public health related 
people weip^kgfind of advocating that as a possibility of 
making a drarer cigarette. 

^. :^^|guld describe these things in terms of my 

opi onti^hi s. 

Q. ^^^^ierstand that that is -- 

^^ft LLINDER: May I interrupt you for just a 

moment. ^ a po logize for this. I think there may have been 
miscommuni^^^on between you and Dr. Spears a couple of 
minutes a^ ^^^ ant to point out to you. You were asking 
before with respect to this earlier paragraph regarding 
different types of experiments that were conducted by 
Lorillard in its research facilities, and I think you were 
asking him about bioassays, and then changed to other types 
of experiments. I think Dr. Spears' testimony was listing 
the types of bioassays that were employed, but to the extent 
that you asked or understood this question to deal with other 
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types of experiments, then I think there may have been a 
miscomiuunication and I would have to have the question and 
answer read back, but I think that when you got to the end of 
the question you were talking about bioassays and then you 
changed to whether there were any other types of experiments 
conducted by Lorillard, and I think Dr. Spears was still 
thinking %bout bioassays. 

|$S: 9 have interrupted you and there is not a 
mi sunder s teaming between you and the witness, I apologize for 
that, but JMJjlink there may have been. 


/hen ..you 


listFWer 


I can't r 


immuno-co; 




HEFTER: There may have been, I don't know. 

| to the bioassays, are you referring to the 
went down to the Ames mutagenic test, imrauno 
y handwriting and then to the 


expert repi 


P4R^-nALLINDER : You were asking questions with 
respect tcPilft first full paragraph on page three of the 
expert repbjS pealing with chemical composition and the 
series of questions dealing with bioassays that have been 
investigated or employed by Lorillard, and then I think you 
went back to a question having to do with whether there were 
any other types of experiments and Dr. Spears said no, but I 
think he was thinking in terms of bioassays and not other 
types of research that would be considered non-bioassay, and 
again, if I have -- if there wasn't a misunderstanding 
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between you and the witness I apologize for the interruption. 
BY MR. HEFTER; 

Q. Let me since now X think probably all three of us 
are thoroughly confused, let me try to ask a few follow-up 
questions there. 

Since I don't remember exactly what the record 
states and the record will reflect itself, let me do it this 
| way. 

LINDER: If this would be easier perhaps you 

and I coul^^pf back and look at that question and answer and 
I don't wiSKNfe change your focus. 

Jir|5”jwiTNESS: I know what my answer was. I thought 

I w#P%n a question are there any other bioassay 

| systems tt are used other than mouse skin painting and the 

on. 

R. HEFTER: 

Q. piUP^the answer to your question was no, is that 
correct? 

A. It was a list I gave you. 

Q. And other than the list that you provided and the 
animal inhalation studies and the skin painting studies, are 
there any other studies whether bioassay or any other type of 
studies that Lorillard has conducted to determine the 
carcinogenic, mutagenic or tumorigenic affect of tobacco 
smoke? 
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A. I think the answer is no, there aren't any other 


4 

r \ 




studies that I can think of that would he other than bioassay 
for that determination or in vitro cellular types. 

Q. Just to give you a point of reference, I think we 
had then skipped to the subject of your opinion regarding 
Lori1lard's efforts to modify its products over the years and 
you proceeded to give me a list of ways in which you have 


changed tl 


changes. 



:sign of your product, is that correct? 

's correct, and some of the reasons for those 


do you have an opinion of Lorillard's efforts 



;to modify^l^products over the years? 

iiaEi think the efforts that were made were consistent 

with the dSptaHthat we had, consistent with the data that 
other invesjjj^ators had generated, including the tobacco 


working g 
changes t 



and I think that our response is in the 
! e incorporated were state of the art and done 




in a timery|rashion. 

Q. Has Lorillard ever marketed a cigarette that 
eliminated any chemical compound found in tobacco smoke? 

MR. ALLINDER: Object to the form. 

^ THE WITNESS: Eliminated is not really a definable 

term. It depends on the method of the analysis. You can get 
more and more sensitive methods. We have certainly marketed 
cigarettes with reduced levels of many compounds, but 
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absolute elimination, 1 don't think so. 

BY MR. HEFTER: 

Q. Does Lorillard today market any unfiltered 
products? 

A. Yes. We have one unfiltered product. Old Gold 
j Straights, which is a very, very minor brand. 

Q. |Pther than Old Gold Straights, do all of 
Lorillardf^ci'garette brands employ all of the mechanisms 
that you |described? 

LINDER: Object to the form. 

^WITNESS: All except the degree of ventilation 
e brands, ventilation being highest on the low 
nds and virtually absent on the higher tar yield 


HEFTER: 

Q. than the design changes that you just 

Lorillard implemented any other design change 
t|^e that it markets? 

MR. ALLINDER: Object to the form. 

THE WITNESS: We have changed I guess some of the 
additives over time for various reasons, the primary reason 
being trying to improve the acceptance of the product in the 
marketplace. 

There have been changes in tobacco that's grown 
over time and there have been changes in the percentage of 



described, 
in any cicta 
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the types of tobacco that we use by brand over time, again 
trying to improve the acceptance of the product. There has 

been a general reduction to near elimination of persistent 
pesticides as used by the farmers. 

> BY MR. HEFTER: 

Q. what kind of pesticides? 

A. persistent. Those are the other changes that occur 
to me that culd list. 

tfEFTER: Why don't we go ahead and take a five 

minute br< 

(E was taken from 3:54 p.m. to 4:08 p.m.) 

M-R. HEFTER: 

I can turn your attention, Dr. Spears, to page 
port. You used the phrase in your report 
, which is on the carryover sentence on top of 



^ypu see that? What is your understanding of the 
term "safer cigarette" in the context of this litigation? 

MR. ALLINDER: Object to the form. 

THE WITNESS: It would be a cigarette that based on 
>ioassay systems would appear to be a safer cigarette. 

BY MR. HEFTER: 

Q. Have you ever heard the term denicotinized 

cigarette? 
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A. Yes, I have. 

Q. What is your understanding of the term 
denicotinized cigarette? 

^ A. A cigarette with essentially zero nicotine. Maybe 

a better definition would be substantially reduced nicotine 
in the tobacco. 

Q. pas Lorillard ever marketed a denicotinized 

Ted on the definition that you just provided? 
fye have not. 

jorillard ever test marketed a denicotinized 
on the definition that you provided? 
jorillard has not. 

r e you ever heard of a product called Premier? 

I have. 

r ou describe for me what Premier was? 
a competitor's product, namely RJR. It was a 
.d not burn tobacco but contained a chamber 
that allow^j^ie generation of an aerosol that contained 
nicotine, glycerin and presumably some flavoring materials. 
Each source was a charcoal type tip, which smoldered and then 
provided the heat source to generate the aerosol. It was 
test marketed by the company in probably about late '80s, 
maybe, early '90, late '80s, I think. 

Q. Did Lorillard Tobacco -- strike that. 

Has Lorillard Tobacco ever tried to develop a 



INTERIM COURT REPORTING 
(212) 490-3430 


http://legacy.library.ucsf. 


undustrydocuments. ucsf.edu/docs/zjgl0001 


52312 1262 





158 


V 


\ 


r 


product using the aerosol technology similar to Premier? 

A. No, we have not. 

Q. Can you describe for me what Next was? 

A. That's a Philip Morris product, and my 
understanding is that the nicotine was removed by a process 
that's used to remove caffeine from coffee, which was 


available to them in their, I guess, the food organization, 


their food! 



idiary. It was market or at least test 


. if" 



1: 

2 

2: 

22 

23 

24 

25 


marketed j jh°*fyrjp >bably again about maybe eight years ago. 


orillard -- has Lorillard Tobacco ever 
bvelop a cigarette using the same technology 
mployed by Philip Morris in connection with 

ve worked in the laboratory on technology to 

\e ask my question again. Has Lorillard 
Ltion ever developed a product using the same 
type of ni^^i|ie reduction technology that was used by Philip 
Morris in connection with Next? 

MR. ALLINDER: Object to the form. 

THE WITNESS: No, we have not developed a finished 

product. 

BY MR. HEFTER: 

Q. Do I take it then from your answer that you have 
not test marketed a product using that technology? 
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A. 

product. 

Q. 

A. 

Q. 

A. 


That's right, we have not developed a commercial 



Are you familiar with a product called Eclipse? 

Yes, I am. 

Can you describe Eclipse for me? 

Very similar to the Premier, although it has some 
tobacco in it that is burned, a small amount of tobacco. 

Q. tpiFybu know which company developed the product? 

Q. |j|,sg|torillard ever developed a product based on the 
technolog^^rafe by R«JR in Eclipse? 

t's the same technology as the Premier 





u know of a product called Fact? 

is a product of quite sometime ago as I 

ou describe for me your recollection of the 



A. 

bas JSStly v 

Q. Do 
A. Fi 
recall. 

Q. 

Fact produjj: 

A. My best recollection is that this was test marketed 
by Brown & Williamson, and I'm not 100 percent sure I'm 
right, but I believe it was a product that had some additives 
in the paper that caused holes to open so that you got 
increased ventilation as you smoked the cigarette. 

Q. Was the product test marketed by Brown & 
Williamson? 
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A. I believe that's correct, yes. 

Q. Do you know when it was test marketed by Brown & 
Williamson, approximately? 

A. I'm guessing, but 15 years ago. 

Q. Do you know if Brown & Williamson used that 
technology in any other brand that it was selling? 

A. Not that I'm aware of, and I'm a little foggy as to 
whether a technology as I described it. 

orillard ever developed a product based on the 
by Brown & Williamson that was used in Fact? 
e did not. 

u know -- have you ever heard of something 
e? 

e heard the word, yes. 

is your word of the what is your understanding 
Flake? 

it is a reconstituted sheet developed by BAT. 
u understand BAT Flake to contain charcoal? 
doh't have detailed understanding of the 
composition of this, I believe it may have been a 
; non-tobacco material. 

Q. Has Lorillard ever marketed a product using 
non-tobacco material in its cigarettes? 

A. No, but Lorillard investigated these in terms of 
laboratory and also in cooperation with the National Cancer 
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Institute. 

Q. Can you did he describe for me the investigation? 

A. There were two products that were investigated. 

One was called NSM for new smoking material and it was 
produced by I believe it was Imperial Chemical in the UK and 
one that was produced by Celanese in this country. Both were 
synthetic smoking materials. 

aluated them in terms of animal studies, in 
terms of them as diluents to tobacco and they were also 

carried into tobacco working group program and evaluated 
there, agalHW^oth as I think a mixture with tobacco and also 
in 100 forms and the conclusions were that the 

resu^ onipuse skin painting on an equal condensate level 
were' riot djWtel|ent for these materials than they were for 

tobacco. r 

orillard conduct these experiments -- when I 
, the mouse skin painting experiments on the 
anese product in-house? 


Q- Bi 
say experi 
NSM and th 




A. NO 

Q. Who conducted the mouse skin paintings on NSM and 
the Celanese product? 

A. Certainly they were conducted in the tobacco 
working group experiments and that would have been at 
Hazleton Laboratories, and I believe Homberger conducted 
may have conducted these experiments and they may have been 
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funded not by Lorillard, but by the respective organizations 
that produced them. 

Q. The Hazleton laboratory, is that based in England? 
A. There is a Hazleton laboratory in England but the 
one I'm referring to is here in this country. 

Q. Where is that located? 

A. It's in the Washington, DC area. 

on the results of those studies, I take it 
has never developed a tobacco product using 
nese product? 
s correct. 

you ever heard of a product called Accord? 

I have. 

ou describe for me what your understanding of 

a product by Philip Morris which they test 
a small tobacco rod, if you will, that has 
in paper that you insert into an electrically 
energized ttevT&e that causes a low temperature heating of the 
tobacco as you puff on it while it's in the device. 

Q. Has Lorillard ever developed a cigarette based on 
he technology used in the Accord product? 

A. No, we have not. 

Q. Has LoriHard Tobacco ever developed a product 
using any other type of alternative delivery system? 
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MR, ALLINDER: Object to the form. 

THE WITNESS: We have not developed a product for 

commercial, a commercial product, no. 

BY MR. HEFTER: 

Q, Have you developed any products using alternative 
| delivery system on an experimental basis? 

| A. ^Yes, we have worked on products. One was a product 

! that had 

f burned in j^gverse fashion at much higher temperatures than 
tobacco ncp^jliy burns, producing a very different cigarette 
smoke concplflfiite, and we investigated that product, not only 
oss ibj e w.a\ls jt o fabricate it, but also a fair amount of 
detifPf in a composition. That was one research activity. 

We have h 
\ Q. 

with the 
Lorillard? 

A. a project name, but I don't remember it 

right now. I was going to say we have looked at 
modifications you might make in reconstituted sheet that we 
alter products. I have already discussed generally the fact 
that we had a project related to reducing nicotine, and one 
reducing tar and maintaining a level of nicotine. These are 
some of the altering designs that we certainly looked at over 
time. 
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Q. The product with the hole down the center, did 
Lorillard ever test market that product? 

A. No, we did not. 

Q. Would you agree that the FTC smoking machine does 
not accurately measure tar and nicotine yields that are 
ingested by a human under smoking conditions? 

^MR. ALLINDER: Object to the form. 

FITNESS: No, it does not. It's not possible 

to have a mechanical smoking procedure that represents 

all human |pq^rs. People smoke in very different ways and 
the best do is say this is representative, it's in 

:he range ^offjhU man smoking behavior, and I believe the FTC 
machif^ i the range of human smoking behavior< 

HEFTER: 

rhat's the basis for your conclusion in that 







were surveys done in terms of how people 
smoke, in of puff volume, in terms of puff duration, in 

terms of puff intervals. I have reviewed that literature in 
the past and it's generally referred to as topography of 
smoking. I guess you might say the average puff -- there is 
quite a variation. The average puff is probably around 45 
milliliters. The FT smoking procedure called for 35. It's 
certainly in the range of variation that you see in human 
smoking. 
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The puff duration of two seconds is reasonably 
typical of the average. It's around that two seconds/ maybe 
1.9 or 1.8, 2.2, something like that. So it is certainly 
representative. The puff interval in the mechanical machine 
is one puff per minute or 58 seconds, and the human behavior 
on average is probably more like 35 seconds or 40. 

So I would say that that procedure is 
representj^W of human smoking. It's been adopted as the 
standard ^^enerating cigarette smoke for analytical and 
bioassay jp^jpfjiures. So it represents a basis on which you 
might comjUSP^etween laboratories and that sort of thing all 
ising the !safne! standard method for smoking. But there is no 
exa<wa$iu that's representative of your smoking or mine 

:ake a puff every 15 seconds or I may let it 
;ray and take a puff once every minute or 
lalf. The same thing is true with puff volume, 
itically by individuals, 
it true that puff volume changes when an 
individual changes from a higher yield cigarette to a lower 
yield cigarette? 

MR. ALLINDER: Object to the form. 

" THE WITNESS: That has been reported, that the puff 

volumes are larger for low delivery cigarettes, yes. 

BY MR. HEFTER: 

Q. Has Lorillard conducted any studies to determine 
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whether puff volume is larger when an individual changes from 

a higher yield cigarette to a lower yield cigarette? 

A. We believe that the literature on this subject, 

including any data we would have indicates that there is some 

compensation or some change in smoking behavior if a person 

moves from one higher -- let's say higher nicotine, higher 

| tar brand |to a lower tar, low nicotine brand, a fairly 

dramatic t? in yield by the mechanic machine. But there 

1 , 

is some c gsation or compensatory effects. Much of it is 
short ter; we believe the individual goes back to their 

foking pattern that they are most accustomed to. 
is your basis for that statement? 
eral review of the literature. 

ou identify any specific literature that has 
ndividuals go back to their previous smoking 
es on a long term basis? 
e is a book which is published not long ago and 
I think it^g—|- I can't remember the title, but it was 
published probably about a year ago which summarizes this and 
summarizes much of the literature on the subject. 

Q. Other than this book, can you identify anything -- 

A. It is a summary of the articles that appear in the 

scientific literature. I can certainly -- I can't recite 
them now, but -- 

Q. Do you recall who the author of this book was? 
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A. That's what I'm trying to remember. I think the 
book is something like Tobacco and Technology or something 
like that, and I believe one of the editors may be Layten 
Davis. 

Layten is L-a-u-t-o-n? 

L-a-y-t-e-n. 
s Who is Mr. Davis? 

is previous --he was at one time I think the 
raj Department of Agriculture, then to the 

:o and Health Institute and most recently at 
:o. 

r ou identify any article in the scientific 
iat's been published by any individual not 

any tobacco company that individuals revert 
irevious smoking styles on a long term basis? 

jLINDER: Object to the form. 

riTNESS: I don't think I said they go back to 

>tally. I said they compensate but then they 
reduce their compensation, more in the direction of their 
former smoking styles. Most of that is based upon measuring 
nicotine metabolites in the body fluids or urine of smokers 
who switched to different products. 

BY MR. HEFTER: 

Q. And the basis for your previous statement is the 
book by Layten Davis? 
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MR. ALLINDER: Object to the form. 

the witness: No, that's one reference, but I'm 
saying there are references in the literature. I can't 
recite them for you right now. 

BY MR. HEFTER: 

Q. Have you ever conducted any research experiments on 
smoker compensation yourself? 

jLINDER: You meaning Dr. Spears personally? 
[EFTER: Yes. 

FITNESS; No. 

HEFTER; 

you say that you keep up-to-date with the 


SCI 





iterature in connection with smoker, the issue of 


tion? 


you aware of any studies, short term or long 
e concluded that there is no compensation when 
hanges from a higher yield to a lower yield 



smoker co 
A. 

Q. 

* term, whicf 
an individ|ja 
cigarette?' 

A. No, I am not -- well, I think there are some 
studies which suggest there is very little compensation, but 
I don't think there is any that say there is no compensation. 
Q. Do you agree that individuals -- strike that. 

Isn't it true that individuals compensate by 
smoking more cigarettes when changing from a higher yield to 
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a lower yield cigarette? 

MR. ALLINDER: Object to the form, 

THE WITNESS: I think the data is that there may be 
a small increase in number of cigarettes smoked per day, but 
that is not the primary mechanism of compensation. 

BY MR. HEFTER: 

Q. JWhat is the primary mechanism of compensation in 
your view?|#* w ^ 

IT puffs. 

it true that puff interval -- let me repeat 

it true that the scientific literature 
that puff intervals increase when an individual 
higher yield cigarette to a lower yield 


may be. I can't recall that specifically. I 
primary mechanism is larger puff volumes. If 
ncreases their puff frequency in any 
measurable way, they are going to consume the cigarette much 
more quickly, and I think this leads to a rejection of the 
product if you are not deriving on a per puff basis whatever 
experience and taste and what have you that you expect and if 
you have a cigarette that burns up very quickly, this is 
usually rejected. We get complaints of cigarettes that burn 
quickly. 
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Q. Can you identify any article that has been 
published in any scientific journal since January 1, 2000 
that has addressed the issue of smoker compensation? 

A. I # m not sure of the publication date, but I think 
there was one recently out of the American Health Foundation 
which described some of their work on smoker compensation. 



H American 


puff volui 


id can you tell me the conclusions reached by the 
ftth Foundation in that article? 

|gp|.ieve they are consistent with what X said, the 
gtigts increased, the primary mechanism of 





Ame*TCmn 


Health Fo 


a woman a 


northern 



compensation!"'^ There may be some reduction in puff interval. 
& Q, & recall having read this article in the 


th Foundation that was published by the.American 


s published by an investigator there and it's 
name escapes me, although I do recall it's a 


ean name. 




Q. gj^u recall reading the article by this woman? 

A. Yes. 

Q. Did you agree with the methodology that was 
employed by the woman in reaching her conclusions? 

A. It has some of the same problems, some of the other 
work done. This was short term switching between products. 
You have a person in a laboratory environment where they are 
fastened up to some apparatus which makes these measurements. 
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So it's not exactly the kind of situation you have in the 

field. It's artificial in the sense that you have this 

apparatus connected up to the person smoking the cigarette. 

Q. Any other criticisms that you have with this work? 
A. Yes, you can make the measurements, there is no 
question about that. The question is, are they really 
representative of what's happening in the field. 

Q. p5 yOu believe that her measurements were accurate 
:udies that she -- based on the subjects she 


aye no reason to doubt the data she collected. 

ning is relevance of it. 

't it true that individuals who smoke lower 

s will intake a greater amount of nicotine and 
te than is reported on the cigarette pack 
based on t 'C method? 

LINDER: Object to the form. 

ITNESS: Some people certainly do, but I think 

that's also true of the higher yield cigarettes as well. 

BY MR. HEFTER: 

Q. Can you identify any study in the scientific 
literature that individuals who smoke lower or higher yield 
cigarettes intake the exact same or less than what's reported 
on the cigarette package by the FTC method? 

A. No. I think I told you earlier that the average 



yield cig 
tar per ci 
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V 


v 



report in 

% 

# the PTC si 


smoking topography that I reviewed not very many years ago 
would indicate the average in terms of puff size as being 
larger than the FTC procedure, that the interval between 
puffs to be shorter, that the puff duration is very much like 

£ 

the average in the FTC method, but there is tremendous 
variation among smokers. So the average really doesn't mean 
anything an individual smoker, and it's as meaningful to 

rrrfe of a relative sense measurements according to 
parameters as it is to report some other 
ers. 

e“*jrelative ranking of brands seems to be similar 
hich mechanical smoking procedure you use as 
se the same procedure for each product, each 

jorillard Tobacco Company ever informed smokers 
jthe amount of nicotine and tar that they are 
iigarette may be different than what's reported 
on the ci d aa letx e package by the FTC method? 

MR. ALLINDER: Object to the form. 

THE WITNESS: No, but I think to me that's obvious 
as well as the number of cigarettes you smoke. If you smoke 
more cigarettes than some other individual and smoke them in 
the same way you are going to get more tar than the 
individual who smokes fewer cigarettes. It seems pretty 
obvious if you are going to smoke cigarettes in a way that's 
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different than the mechanical smoking machine then you are 
going to get a different yield. 

BY MR. HEFTER: 

Q, But LoriHard Tobacco Company has never publicly 
stated what you just said? 

MR. ALLINDERi Object to the form. 

•THE WITNESS: No, we have not, to my knowledge, 


stated th< 




xy the public. 


. HEFTER: 


Q, IlS^torillard Tobacco Company ever conducted any 
epidemiolo||i 5 caL tests to determine whether the incidence of 


.ung cane 



decreased as a result of low tar and low 


nicdWhe cpkrettes? 


ij.lard hasn't conducted any such study, no. 


true, is it not, that individual smokers can 


block ventffetefedon holes with their fingers and lips, is that 




t? si been asserted -- our evidence would be that 


correct? 


there isn't any significant blocking, and even if there is, 
you don't change the yield of the cigarette very much unless 
you have a very, very large percentage of holes blocked. 

Q. What do you mean when you say our evidence shows? 

A. Well, we have looked at studies where we tried to 
determine how far an individual inserts a cigarette in their 
mouth as to whether they would be blocking hole£, and that's 
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done just by walking up to a smoker in our corporation and 

just catch them in a moment they are taking a puff and take 

the cigarette and make a measurement as to how far they 
inserted it. 

We have also tried to do experiments where you 
determine how much the lips have covered the cigarette, 
tipping p^er as to whether it covers over the holes. There 

have been itflme’ difficulty with those type of experiments 

ir - ^ 

because y° u tr y to visualize how much the lip has 

occluded hpS^ibles or potentially occluded them is by making 
a colorime^^Lc^ measurement on the aminoacid with the residue 
e l^^r^eave. 

jl%molds has published in their investigations on 
| this subj^^^gid find very little occlusion as well. We have 
also taped^^^^: of the holes to see how much it changes the 
yield, andHsay^ unless you really occlude a large percentage 
of them yolWlB|i't change the yield of the cigarette that 
much. So p^^.nk it's kind of a misrepresentation or kind of 
an idea that some people thought might be happening and they 
based it on highly verticulated cigarettes have kind of an 
unusual pattern on the filter if ventilation is there. The 
stain is more in the center and it was through that 
observation that people made the conjecture that this was 
happening. 

To the best of my knowledge, it happens very 
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22 

23 

24 

25 


limitedly. 

Q. Can you identify any scientific article that you 
have reviewed within the past year on the subject of 
ventilation hole blocking? 

A. I just referenced one which was from Reynolds. I 
don't remember the name and date of the publication, but 
using the technique of measuring where the staining on the 
tipping paPer occurred as a result of the lips. 

>thers? 

P, there have been a number of papers. I think 
laboratory the measurement of how much hole 
ive to do to really change the yield of the 
aJLso important. 

>thers? 

:hat I recall at the moment. 

than this paper by the woman who has a 
can you identify any article on the subject 
article on the subject of smoker compensation 
that you have reviewed within the past year? 

A. The book that I'm referring to has a section on 
smoker compensation, which again is kind of a summary of the 
literature. There have been studies -- well, certainly the 
Surgeon General's, last Surgeon General's report I think has 
something on this. I don't remember when I reviewed it last, 
but smoker compensation ideas and hole blocking has been 


INTERIM COURT REPORTING 
(212) 490-3430 



ljttp://legacy.library.ucsf.ecBi 2 iliiil 6 dqBRp© 0 /iad(fw.industrydocuments.ucsf.edu/docs/zjgl 0001 


52312 1280 




176 


1 

2 

3 

A 




11 

ll 


4 

M 

i\ 

m 

' 5 

1 

2> 

2 | 

22 

23 

24 

25 



around and debated for a number of years. But right now I 

cannot recite the papers that X have reviewed. 

Q. Has LoriHard Tobacco Company ever publicly told 
smokers that lip blocking and finger blocking can affect 
nicotine and tar yield? 

MR. ALLINDER: Object to the form. 

pro WITNESS: No, I just said to you I don't think 
it does afjlfct' it very much. 

. HEFTER: 

Q. JM^bur testimony that there is zero? 

A. say zero. I said you have to block a 

.arge^jerc^^^e of the holes to have a significant change in 
the^^ild ^|th e mechanical smoking machine. 

Q. Andlhe basis for your opinion in that regard is 
the literat\p|^published by Reynolds and your own internal 
studies, i^fehat correct? 

jLINDER: Object to the form. 

mt WITNESS: That's correct. Yes, those are our 
own internal studies, how much blockage you have to do to get 
a maj or change. 

BY MR. HEFTER: 

Q. Do you know what the death rate from lung cancer is 
in the United States from 1960 to 1966? 

MR. ALLINDER: Object to the form, 

THE WITNESS: Do I know the death rate in terms 
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of -- are you talking about number of lung cancer deaths per 
thousand by year from 1960? 

BY MR. HEFTER: 

Q. Correct, from 1960 to '66? 

A. For all age groups combined? 

Q. Correct. 

A. I can't recite it. I know generally it's been in 
the neighbp^Sood of 100 per 100,000. 

Q. | gr^ u know what the death rate for lung cancer -- 

A. JltagAorry, I thought that's what we were talking 


about, lung cancer. 


^jjoing to ask you for a different time period 
ameters from 1982 to 1989? 



8 now,jgune pa^rameners rrom no 

| A. have not memorized these numbers. 

I q. |yp|ihiy time do you recall seeing statistics on 

| death rate»^#rpm lung cancer? 

| A. j¥lBf certainly. 

I Q. g^u know if the death rate per thousand for lung 

^ cancer was higher in the 1980s than it was from the period of 
4 1960 to 1966? 

A. It's normally reported per hundred thousand, but 
it's different for men than women, and as I say, I can't 
recite the details. I can tell you there was an increase in 
trend in that period for men and men tend to flatten out and 
women have been increasing. 
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Q. Isn't it true that there are studies in the 
scientific literature that there is significant compensation, 
smoker compensation when an individual changes from a higher 
yield cigarette to a lower yield cigarette? 

A. You asked that question. Yes, there are studies in 
the literature that report that. There are other studies 
that repothere is some compensation, but it's not total 



compensatil 


else I ha 



EFTER: Give me a minute and I will see what 





Let me mar] 


LINDER: You want to take a break or do it? 

EFTER: Yes. 

ss was taken from 4:53 p.m. to 5:07 p.m.) 

EFTER: Let's mark this as the next exhibit, 

the record Spears Exhibit No. 6. 


(texh±|>it No. 6 marked for identification.) 

iLINDER: Give me an opportunity to look at 

this, pleasjgL-jbefore you ask a question. 

BY MR. HEFTER: 

Q. At the same time. Dr. Spears, why don't you do the 

jpame. 

A. All right. 

MR. ALLINDER: I note for the record the objection 
od defendants to the use of this document because it is 
privileged. 
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V. 


P 






Q. 

A. 

Q. 

A. 

Morris. 
Q. 
A. 


MR. HEFTER: Your objection is noted. 

MR. ALLINDER: You may continue. 

THE WITNESS: All right. 

BY MR. HEFTER: 

Have you ever seen this document before? 

NO. 

Jho is Mr. Arrensfeld? 

Relieve Arrensfeld was an attorney for Philip 


u know who Mr. Greer is? 

s an attorney representing Liggett Meyers, 
u know who Mr. Crohn is? 
attorney representing Reynolds, 
r. Henson? 
ieve American. 

. Stevens was the general counsel of 




Q. 

A. 

Q. 

Lorillard’ 

A. iLcgr^-lard, uh-huh. 

Q. Is that correct? 

A. That's correct. 

Q. Would it be fair to say that those five gentlemen 
at the time were the Committee of Counsel? 

A. I don't know. 

Q. Did you have any discussions with Mr. Stevens at 
the time in or around March of 1978 regarding the FTC smoking 


Y-- ■ 

if ’ ■ 
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machine for carbon monoxide analysis? 

A. I don't recall any. 

Q. Do you know at the time in 1978 whether the FTC was 
considering testing for carbon monoxide in its -- in the use 
of its smoking machine? 

| A. I don't know the exact timing, but the Federal 

> 

| Trade Commission did begin to analyze and report carbon 

I monoxide. 

p Q. ^^ ?u recall when the FTC started reporting on 

| carbon mon^Sfe|^ content in cigarette smoke? 

A. PacPnot. I do recall a discussion about the 
Caching, t&aCi he specifications they gave to the 




turJH which I think some of us felt we were 



unnecessa] 


Ld this was the ability to measure carbon 


monoxide orrJSlapuff by puff basis. 


perform th 



u recall whether Mr. Stevens asked you to 
bon monoxide test that I referred to in the 


fourth parjgfajh of this document? 

A. I don't know. I don't know. 

Q. Do you know if the research department at Lorillard 
Tobacco ever conducted carbon monoxide tests that are 
referred to in this paragraph four? 

A. X don't know if we conducted tests referred to in 


this paragraph but we have been conducting carbon monoxide -- 

it's been included in our smoking procedure measurements, 
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routine for quite a long time. 

Q. Do you recall if the research department at 
Lorillard Tobacco forwarded the results of any test to 
Covington & Burling? 

A. I do not. 

Q. Do you know if Covington & Burling submitted any 
information or analysis to the FTC pointing out any 
deficiencyp#ff%ny carbon monoxide testing program? 

A. p>^d^ply recall the belief on our part that the 
puff by puLf^jaftalysis was a waste of money and energy and in 
terms of splilfeying that ability with a machine that they 

_ i 

ere propoprjngj to purchase . 

in your view was it a waste of time and money? 
se they were going to report it on a per 



A. 

cigarette 

Q. 

A. 

basis and 



ould that be a waste of time or money? 




se you make one measurement on a per cigarette 
ake ten measurements, so if you do it on a per 
puff basis" the'cost of making a measurement goes up 
dramatically if you want to do it on a per puff basis in 
terms of design of that machine to do that. 

Q. And your recollection is that they wanted to do it 
on a puff by puff basis? 

A. That's correct, and they started out that way and 
ultimately abandoned it aB an expensive approach that they 
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1 discontinued. 

2 Q. And they ultimately decided to determine carbon 

3 monoxide based on a per cigarette basis? 

4 MR. ALLINDER: Object to the form. 

THE WITNESS: That's right, and that's the way it's 

reported now. 

BY MR. HEFTER: 

hat reported to smokers on cigarette packages? 
LINDER: Object to the form. 

ITNESS: I don't think it's mandatory. It is 

ising materials for the cigarette, yes. 

HEFTER: 

t on the signature package itself, the ones that 


irettes that Lorillard markets, it does not 
cigarette CO content? 

>n't think so. I don't think it contains tar 
:r cigarette either on the package, 
s Mr. William Shinn? 

.torney with Shook, Hardy. 

Q. Do you know why the attorneys were involved in 
responding on behalf of the industry regarding the FTC's 
Consideration of carbon monoxide analysis? 

MR. ALLINDER: Object to the form. 

THE WITNESS: No, I don't particularly know other 
than obviously it was going to potentially generate a new 



INTERIM COURT REPORTING 
(212) 490-3430 


.library.ucsf.< 


industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1287 




183 


v 


V* - 


W' 

*■ ■ 




reporting requirement. 

BY MR. HEFTER: 

Q. You mentioned earlier that Lorillard had conducted 
studies to determine how far an individual put cigarettes 
into their mouth, is that correct? 

A. Yes, we had a study done. 

Was there a research report generated based on that 


rnal report, I think so. 

ithat internal report published in any journal? 



emp. 



A. 




e^jsubjects of that study were only Lorillard 
es,<gi4 s that correct? 

81' s correct. 

!EFTER: Mark this as the next exhibit, 

it No. 7 marked for identification.) 

.LINDER: Give me a moment to look at this, 

too, plea 

EFTER: Why don't we go ahead and change the 

tape then. 

(Recess was taken from 5:15 p.m. to 5:16 p.m.) 

MR. ALLINDER: I will note for the record 
defendants' privilege objection to the use of this document. 

MR. HEFTER: The objection is noted for the record. 
Have you had an opportunity to look at the 
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document, Dr. Spears. 


THE WITNESS: I have, yes. 






BY MR. HEFTER: 

Q. Have you ever seen this document before? 

A. I don't believe so. Yes, I am copied on it. I 
must have seen it. 

Q. fitting here today, do you have a specific 


? recollectipT of seeing it, this particular document? 

5 A. I recall the subject, 

j Q. Mr. Wakeham? 

A. |e' s ^s the research and development vice president 


or 


position 





e -- in 1969, did he hold the equivalent 
did at Philip Morris? 

I believe that's correct. 


u know who Mr. Topol is? 


I do. 


Topol? 


Ia|/e<you had an opportunity to personally meet Mr. 


A. Yes, I have met Mr. Topol. 

^ Q. Who is Mr. Topol? 

A. An attorney at Covington & Burling. 

Q. What capacity did you have to meet Mr. Topol? 

A. He attended some meetings, I guess, that I attended 
at The Tobacco Institute and other locations I think where 
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there was some gathering of industry people and he was 
playing the role of making sure there was no antitrust 
activity. 

Q. Do you recall when that particular meeting at The 
Tobacco Institute was held? 

A. I think there were -- there was certainly a meeting 
around this subject that took place. 

Q. |$lois Mr. Bennett? 

A. . 

Q. lp§§r<s'ff$ord B. Bennett, do you recall? 

A. JSsH He was with U.S. Tobacco, the research 
reon^ ^ 

^ jTjW |B^ld it be fair to say that the other individuals 

who are this document are researchers at particular 

tobacco co^^es? 

A. f’hey^are. 

Q. recall having any discussions with Mr. 

Stevens re^^^^ng the particular issues that are raised in 
this letter? 

A. I don't recall Brooks George being a researcher. 

Q. Was he an attorney? 

A. I don't think so. 

Q. Do you know what company he worked for? 

A. One of the smaller, small companies. I think he 

may have been the chief executive. 
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Q. It says -- right after point two in the paragraph 
it starts it has been agreed? 

A. Yes. 

Q. For the manufacturer of the cigarettes that the P. 
Lorillard Company would prepare the strips of tobacco blended 
into proper proportions to match the Kentucky reference 
cigarette formula. Did I read that portion of the sentence 
correctly? ^ 

* A. . 

Q. Q£|y#ou tell me if Lorillard prepared the strips of 
tobacco pursuant to what's stated in this letter? 


in t\ 


carried it& 





industry a: 



|| # t recall, but I think we were participating 
and that was our assignment, so I think we 


was the purpose of the study? 

aluate an innovation that was brought to the 
so came to Lorillard independently. The 


invention was Asserted that it would reduce the 


benzo (A) pyrene in tobacco smoke and also to reduce the 
2 tumorigenicity in mouse skin bioassay. 

Q. If you recall, why was it necessary for more than 

22 one company to be involved in the testing procedure? 

23 A. Sharing in the expense of the mouse skin testing. 

24 Q. What were the results of the mouse skin testing of 

25 the Chemosol product? 
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A. There was no difference between the cigarettes that 
were treated with Chemosol and the reference which was the 
untreated cigarette. There was no difference in the number 
of tumors or frequency of tumors per mouse in the skin 
painting. 

Q. Was it agreed at that time that the tobacco 


companies would not market a product based on the Chemosol 


formula? 





r there was no agreement about marketing. It was 


simply a sharjghg in the testing of the product consulting 


laboratory^ 


I say, we at Lorillard had been approached by 



jlthes e folk^Jgil conducted chemical tests on their claims and 
i coulitaitot implicate or confirm their claims. 

| Q. last paragraph on the page, it indicates -- 
^ Mr. Wakeha^^^dicates we believe that this testing should be 
\ done quietpLy^vouid without fanfare. Do you know why Mr. 


Wakeham sti 


that we believe that the testing should be 



done quietpfj^id without fanfare? 

A. 1 don't know why Mr. Wakeham stated it. I know why 
I would feel that way. 

Q. On the second page and last page, Mr. Wakeham says 
^ suggest that we call a meeting of the technical 
representatives at some mutually convenient date for this 
purpose. Do you see that? 

A. Yes, I do. 
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Q. Do you know if the technical representatives met at 
some point after the date of this letter? 

A. I don't recall. 

Q. Was there a difference from the Chemosol project to 
I the Hazleton protocol research proposal, if you turn back to 
s| page one -- I apologize for that. There are two points here, 
number one and two, the Hazleton protocol research proposal 

n and the pi|^c^cbl for manufacture of Chemosol treated and 

r“ 1 

^ control cj fe'pTej btes. What was the difference between the two? 


skin painu! 

^ I 

Condensates 


lazleton protocol was to carry out the mouse 
>ioassay by smoking the cigarettes, collecting 
applying them to the animals, and the other 


protM^l i#%o prepare or to have prepared cigarettes 


containing^ 
so it's a i 


purpose 





invention called Chemosol and a reference -- 
col to manufacture cigarettes for that 


bu know if Mr. Topol is a litigator? 


A. poj|^|.o my knowledge. 

Q. Do you know who Donald Hoel is, H-o-e-1? 

A. Yes, I do. 

Q. Can you tell me who Donald Hoel is? 

A. He was an attorney with Shook, Hardy. 

Q. Do you know if Mr. Hoel is still alive? 

A. I believe so. 

Q. Did you have any discussions with Mr. Finnegan? 
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A. In the distant past, yes. 

Q. Do you recall the last time you had any discussions 
with Mr. Finnegan? 

A. No, it's been a very long time ago. 

Q. Do you recall the nature of the subject matter of 
your discussion with Mr. Finnegan? 

A. jHis firm represented the Council for Tobacco 

I would imagine that discussion was something 
e activities of the Council for Tobacco 
I have no recollection, 
u recall a gentleman by the name of Dr. Roger 


jPemerally, yes. 

u recall what Dr. Bick did for the CTR? 
nk he was on the advisory board, SAB. 
r bu know if CTR had to obtain the approval of 
>f Counsel before making grants for research? 
sorry, would you repeat that? 

Do you know if the Committee of Counsel was 
whether the Committee of Counsel's prior approval was 
required by CTR before they made grants for specific research 




22 

activities? 


23 

A. Not to my knowledge. 


24 

Q. Meaning that you don't know or that it wasn't a 

- • 

25 

requirement? 
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allegation? 
taxman hear 
and in 
companies : 



A. I think I would have known if that were a 
requirement, and I have no knowledge that that was a 
requirement. I think just the opposite, that the‘ scientific 
advisory board made their decisions independently as to what 
would be funded. 

Q. Do you know when it was first alleged that the 
{ application of diammonium phosphate to tobacco smoke had a 
eignificai^^f^ect on puff by puff smoke pH? 

LINDER: Object to the form. 

ITNESS: I don't remember that specific 

X do recall Dr. Kessler's testimony at the 
in which he stated that ammonium compounds, 
ed this compound, were being used by the 
dify the pH and the yield of nicotine. 

HEPTER: 

Q. j&nd^o you recall when Dr. Kessler made these 
assert ions^M^ 

A. Waxman hearing in 1994. 

MR. HEFTER: I'm going to mark as Spears Exhibit 
No. 8 an internal memo number 4376, which is dated March l, 
1996 that purports to be from an R.T. Walker from an M.A. 
Hsudholt, 

(Exhibit No. 8 marked for identification.) 

MR. ALLINDER: Is this one of the documents that's 
set forth in his expert report? 
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MR. HEFTER: I believe it is, and that's my first 
question just to confirm. 

The document I just marked as Spears Exhibit No. 8, 
Dr. Spears, is that the same document that is referenced on 
page four of Spears Exhibit No. l at the bottom. 

THE WITNESS: It's one of the documents, yes. 

BY MR. HEFTER: 



, and is that the document that's referred to 


;as number 




JOjLINDER: Why don't you find your expert 

report. Tp^l§§|you are. 

^ MlP^ITNESS: y es , 

!2fMR. HE FTER *. 

# IScl^ijhis is one of the documents you are relying on 

in making yofo§^ v opinions that purport to be stated in Exhibit 
No. i? 




group? 


S s R.T. Walker? 

as a chemist in our laboratory. 

She no longer work for LoriHard? 

I don't know. I think she does, but I'm not sure. 
Who is M.A. Sudholt? 

She is the head of our analytical research group. 
And currently the head of the analytical research 
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A. Correct. 

Q. Do you know who asked R.T. Walker to draft the 
report which is Exhibit No. 8? 

A. Who asked her to draft the report, I do not, but it 
looks to be a routine laboratory report which was evaluating 
j a substance that we use in our tobacco products. 

Q. Jjet me ask you a different question. Did you ask 
Ms. Sudhol^^S^I Ms. Walker to prepare a report on the affect 
of diammonju^" phosphate on smoke pH? 

A. J^dg^i't believe I asked for this particular report. 
I asked foi^SHi of the others, actually two of the others. 

fitting here today you just don't know one way 
who asked Ms. Walker or Ms. Sudholt to prepare 


not. 

this document was prepared on or about March 1, 
orrect? 

s the date on it. 

MR. HEFTER: Let's mark the next Exhibit No. 9, 
internal memo number 4613. 

(Exhibit No. 9 marked for identification.) 

BY MR. HEFTER: 

Q. Which is a memo from J.M. Johnson to M.A. Sudholt. 
Is this document referred to as document number one on page 
four of your expert report? 
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V. 


F" 



Q. 

A. 

Q. 



A. Yes, it is. 

Q. The date of this document is September 18, 1996, is 
that correct? 

A. That's correct. 

Who is J.M. Johnson? 

She is a chemist working under M.A. Sudholt. 

You had indicated that -- strike that. 

correct that you asked Mr. Johnson to prepare 

! this re por|g^j 

A. feasted that the study be undertaken. I don't 
think I as!liSP%ennif er Johnson. I think I asked probably the 
research. 

at the time was 

Lt this time would have been I believe Bello 



lirector o 





.ast name again? 
in. 

^^t^iat a man or a woman? 

A man. 

And do you recall specifically having a discussion 
with Mr. Norman about preparation of a report regarding the 
affects of ammonium carbonate, ammonium bicarbonate, urea and 
diammonium phosphate on smoke pH, smoke data and pH 
chemistry? 

A. I generally recall asking that we conduct a study 
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with all of the agents that one might conceive of that would 
release ammonia into the smoke of cigarettes and see what 
impact, if any, they had on our measurement of pH and yield 
of nicotine. 

Q. Do you recall when that discussion took place? 

A. Sometime prior to this and sometime after the 
testimony at the Waxman hearing. 

||jl^|[EFTER: Let me go ahead and mark Exhibit No. 

10 . | 

(E^ih4t No. 10 marked for identification.) 

. HEFTERt 

Q. Whfe^ is for the record internal memo number 4524, 
a mepss^fr.M. Johnson to M.A. Sudholt, purports to be 
dated July^4, jl996. Is this the other report that you asked 
to be preparJlJ? 

A. fiEually, I think this was prepared first and what 
| you labelei^^S^two is prepared second, and the first report 
which is three was so complex in terms of its 

presentation of the data and analysis, that I asked that more 
of the summary report be prepared, which is the report that 
you referred to as report two. 

Q. Did any subsequent research take place between the 
time that number one 

A. This is identical data in these two reports. It's 
just different presentation. 
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1 Q. In your view did any conclusion change between the 

2 September 18th -- between the July 24th report and the 

3 September 18th report? 

4 A. No, I don't believe there was any difference in 
opinion. 

Q. But you asked -- who did you ask to have a -- I 
will use the term clearer -- that's not your testimony, I 

, but clearer report to be prepared? 

.nk I asked Dr. Norman. 

k dj#ou and Dr. Norman have any other discussion 
effects of these compounds at that period of 




1 

2 

2|g 
22 

23 

24 

25 


er than what's in the report, no, I think the 
ed what I believed and probably he believed 
ion, it's quite different than what Dr. Kessler 

you had any discussions with any 
representap¥^Jjof CNA regarding non-smoker premium 
differentials? 

A. I do not believe so. 

Q. Have you had any discussion regarding non-smoker 

premium differentials -- let me rephrase that. 

Have you had any discussions with any person 
employed by The Tobacco Institute regarding insurance 
companies adopting non-smoker premium differentials? 
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A. I have no recollection of any such conversation. 

Q. Have you had any discussions with any employee, 
officer, director of any other tobacco company regarding 
insurance companies adopting non-premium smoker 
differentials? 

A. No. 

Q. Have you had any discussions regarding non-smoker 
ntials with any employee of Lorillard? 
t recall any. 

ave you had any discussions at any time with 
arding insurance companies adopting 
ker differentials? 

am'aware I was copied on some letters, memos that 
te, but I have no specific recollection, 
hese memos this you are referring to, are 
these the pnes ^ you were shown yesterday? 

s correct. 

ur preparation session? 
at 1 s correct. 

Q. And prior to yesterday, have you seen any of the 
documents that you were shown yesterday? 

MR. ALLINDER: Object to the form. 

THE WITNESS: I did not recall them. 

BY MR. HEFTER: 

Q. Have you ever been to a meeting of the AMA House of 


INTERIM COURT REPORTING 
(212) 490-3430 



http://legacy. library, ucsf.t 


undustrydocuments. ucsf.edu/docs/zjgl0001 


52312 1301 




197 




Delegates? 

A. I do not believe so. I did go to a meeting of the 
medical research committee or something like that that I 
received a grant from the industry to conduct research. 

Q. What was discussed at that meeting? 

The results of some of the research grantees. 

Who else was in -- 

ls a scientific meeting. 

there medical doctors who are members of the 


A. 

Q. 

A. 

Q. 



AMA in attendance at that meeting? 





' t know whether they were members of the AMA 


e there medical doctors at the meeting? 

Id think so, yes. 

u recall when that meeting took place? 
cah't be sure, but I believe it was in the late 





' 60s . 

Q. WFWat the only meeting you ever attended 
sponsored Th whole or in part by the American Medical 
Association? 

A. I believe that's true -- no, that's not true. I 
id go to other meetings. I have gone to other meetings 
where the AMA was a sponsor and these were research 
presentations. 

Q. Do you recall when those meetings took place, 
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generally? 

A. No, I do not. 

Within the past ten years? 

No. 

Were you a speaker at any of these meetings? 
No. 

During your tenure at LoriHard, have you made 


Q. 

A. 

Q. 

A. 

Q. 

speeches? 




LINDER: Objection to the form. 

ITNESS: Yes, I have made speeches. 

. HEFTER: 

u keep a file of the speeches that you have 



is a file. I don't know whether it's 



Q. 

givc^* 

a; 

complete or 

Q. ^tHe r than the research meetings that were 
sponsored g|^$ole or in part by the AMA, can you think of 
any other fif^ings Q f the AMA that you have attended? 

A. NoTi^hat's all I recall. 

Q. Do you recall at any of these meetings that any 
industry representative made presentations? 

^ A. No, I don't think so. 

Q. At these meetings, researchers who received grants 
from the AMA had presented their research findings? 

A. That's correct. 
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Q. Other than yourself, were there any other industry 
representatives in attendance at those meetings? 

A. I believe so, but it's so long ago I can't be 
specific. 

Q. So you can't recall any of those people? 

A. No, I don't recall. 

Q. Do you recall if any industry representative 

critic!zec^^^commented adversely on any of the findings that 

_ 

by any of the researchers who had received AMA 


were pres 
grants? 





Q: 




LINDER: Object to the form. 

ITNESS: In the meeting? 

. HEFTER: 

g these meetings. 

LINDER: Same objection. 

ITNESS: I don't recall that, no. 

EFTER: Give me one minute and I think I may 


be done. 



CRecefes was taken at 5:51 p.m. to 5:52 p.m.) 

MR. HEFTER: I would just like to mark for the 
record Exhibit No. 11. 

(Exhibit No. 11 marked for identification.) 

MR. ALLINDER: Is it still your intention to 
complete your examination by 6:00 o'clock? 

MR. HEFTER: Yes. 
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**■ 

V 

iv- 

|c- t ■ 

* ■ 




1 MR. ALLINDER: I would like to note defendants' 

2 privilege objection for the record. 

3 MR. HEFTER: It is noted for the record. 

4 Have you had an opportunity to look at that 
| document? 

the WITNESS: I haven't looked at the whole 
document. Okay, X have scanned it. 

HEFTER: 

Q. r^ou^t have one question for you. Is that your 
handwriting thj£t's reflected on the first page of the 


't believe so. 

r e you ever seen this document before? 

't think so. 

e a few more questions for you. With respect 
group of The Tobacco Institute, did you 
your meetings distributed to you? 

LINDER: Object to the form. 

ITNESS: As I recall, the meetings were 

recorded and there was a summary, I guess, of the tapes 
prepared for the members in terms of the significant, what 
Were thought to be the significant points at the meeting. 






Q. 

to the wor 
were minut 





-- 

23 


BY MR . HEFTER: 

* "■ ■ 

24 

Q. 

Did you receive -- 

s: V 

25 

A. 

I think I received these reports, 
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Q. And in a written format? 

A. Yes, but they were not minutes of the meeting. 

They were -- one of the people's summary of what transpired 
at the meeting. 

Q. And did the tobacco industry representatives have 
an opportunity to change in any way the summary? 

A. No. 

u recall ever personally making any changes to 
o the tobacco working group's summary that was 


don't think there was much attention paid to 
quite frankly. The activity as a group were 
rms of reports and data presentations. 

EFTER: I don't have any further questions for 

this time. 

W*' i 

R._ALLINDER: Do you intend to examine him, Brian? 
_ ROWN: Excuse me, I do for a brief amount of 

LINDER: What is the brief amount of time 

that you expect you would be asking questions? 

MR. BROWN: Depending on the answers, no more than 
en to 15 minutes. 

MR. ALLINDER: Let's take a brief break. 

(Recess was taken from 5:55 p.m. to 6:00 p.m.) 
EXAMINATION BY COUNSEL FOR PLAINTIFFS 
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THE NATIONAL ASBESTOS WORKERS MEDICAL FUND ET AL. 

BY MR, BROWN: 

Q. Good afternoon, Dr. Spears. I introduced myself 
earlier, but I will introduce myself on the record. My name 
is Brian Brown, and I represent the plaintiffs in the 
National Asbestos Workers case that's filed in the Federal 
District Court of New York. 

you reviewed the complaint in that case, sir? 

A. r&iCI I have . 


efy did you review the complaint in that case? 



iewed it yesterday. 


s| Q. IsPiPfS I would like you to look at what's been 
pre-^^Sked^^S^ipears Exhibit No. 12, that's the expert 


's been filed in this case on your own behalf. 


I'm going cWsk you to briefly compare that to Spears 



Exhibit Noi 


BlueCross 



which is the expert disclosure offered in the 
lueShield of New Jersey case, and to save 


time, my q on to you is going to be are they 


substantia 



imilar in form and substance? 


A. In my opinion they are. 

Q. Sir, you have offered testimony today in the 
*SlueCross of New Jersey case, is that correct? 

A. That's correct. 

Q. And would any of that testimony that you have 
offered today change in the National Asbestos Workers case if 
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offered in that case? 

A. No, it would not. 

Q, Would there be any additions to the testimony that 
you have offered today in the National Asbestos workers case 
that you haven't offered in the BlueCross of New Jersey case? 
MR. ALLINDER: Object to the form. 

THE WITNESS: Only if I were asked different 
questions,yg^%ay change in response to those questions. 

. BROWN: 

id,JDr. Spears, you testified earlier today that 

don't want to mischaracterize your testimony, 
if I'm wrong, but beginning at the beginning of 
tnuary of 2000, you reviewed to date about 100 
iat correct? 

'was an estimate that I made when asked how 
many articfeiTmight I have reviewed in that period. 

Q. Jtaii#ou gave us examples of the types of articles 
is that correct? 

A. f’g’ave some examples, yes. 

Q. And some of those examples would be articles 
^related to asbestos and smoking, is that correct? 

A, I mentioned some of those, yes. 

Q. And a summary of fiber and carcinogenesis, is that 

correct? 

A. Yes, I mentioned that. 
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Q. Do you intend to offer an opinion in the National 
Asbestos Workers case regarding any information that you 
gleaned from the review of these 100 articles, approximately 
100 articles? 

A. Again, it depends on what questions I'm asked 
regarding asbestos and malignancies. 

Q. And what is your opinion regarding asbestos and 
mal ignanqij|^^1 

rst opinion is that asbestos is a carcinogenic 
re is human data in terms of epidemiology, 
nimal data by the inhalation model and there 
nistic studies on potential mechanisms by 
whic^s$^sbe^ps * creates the effects of the tumorigenesis. 

ther opinions that you would offer at trial 

regarding tHesyrelationship between asbestos and smoking? 

A. between asbestos and smoking, I would have opinions 
on the subi©^fc#of synergy, and I guess first you need a 
definitionP^^^ynergy and basically talking about a 
multiplicadviPaffect in terms of lung tumor and I think the 
evidence is not supportive of the multiplicative effect, and 
I believe that is summarized in my judgment in a paper by 
aron in, I think, epidemiology published in 1999, a rather 
recent paper. 

My interpretation of that paper which is a summary 

of a battery of epidemiological studies is that it's not 
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supportive of synergy as I have defined it, 

Q. what forms the basis of your opinion regarding 
synergy other than the Aaron article which you just 
mentioned? 

A. The Aaron article is a statistical analysis of the 
various studies and a summary of those statistics or I think 
it's 12 studies. 

u intend to rely on any of the hundred 
ou reviewed since January of 2000? 
at respect? 

fering expert testimony in the National 
eirs case? 
hink I would, yes. 

ou look at Spears Exhibit No. 12, please, and 
if there is an expert opinion contained 
regarding ^tsbeitos and smoking in your expert disclosure? 

A. 't believe it specifically mentions asbestos, 

no. 

$R.SROWN: And, Bill, for the record, we would 
request these 100 articles that he has reviewed since January 
of 2000 if he intends to rely on them to formulate the 
inions in this case. 

MR. ALLINDER; The request is noted. 

MR. BROWN: We also reserve the right to continue 
the deposition on the basis of these 100 articles if we deem 
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1 proper. 

2 MR. ALLINDER: So noted. 

3 THE WITNESS: Can I say something? 

4 MR. ALLINDER: No, sir. Do you need to clarify a 
i former testimony? 

THE WITNESS: Yes. I don't think I said 100 


.articles on asbestos. I think that was in response to a 




question o 
k>f smoking 

Q. 

Jntends to? 

t 







many articles had I reviewed on the subject 
health. 

. BROWN: 

I would request any articles which Dr. Spears 
upon to formulate the opinions which he will 
1 "in this matter. 

LINDER: I understood that to be your 

request. 

OWN: Thank you. 

r today, Dr. Spears, you testified about 
s of addiction. One of them was what you 
definition and the other were two scientific 
definitions of addiction. Do you recall that testimony? 

THE WITNESS: I do. 

BY MR. BROWN: 

Q. And one of the scientific definitions was based on 
the DSM IV, is that correct? 

A. That's correct. 



three defi 
deemed a p 



INTERIM COURT REPORTING 
(212) 490-3430 


n ttp* ://l e g acy. I i b r a ry. u csf. < 


industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1311 



207 




Q- 

A. 

Q. 

A. 

Q. 


And when was the DSM IV published? 

Probably about ten years ago. 

So that would be about 1990? 

1990 or thereabouts. 

And so I don't mischaracterize your testimony 

; earlier, do you believe that nicotine is addictive under the 

$ 

* DSM IV definition of addiction? 

A. recall -- as I recall that, I don't think 

addiction ^Ts^^ ed. The term dependence is used, so you must 
.equate dep<^d^|ice with addiction to call it addiction. If 
you want tp£M^|:e that equation or that equivalency, then you 

iction, but I don't believe the diagnostic 
ahual specifically defines addiction. It 
nee. 

urgeon General's report which I think I said 
Os I believe is now the late '80s does make 
to that definition and call it addiction, 
eap from dependence to addiction, 
did you first see the DSM IV definition of 


'|an call i 
stat^^ica 
defines" de 


in the ear 
that refer 
They make 
Q. 





dependence? 

A. I think shortly after it appeared. 

Q. And correct me if I'm wrong, but earlier did you 
testify that you spoke to Mr. Tisch prior to his testimony in 
front of Congress in 1994? 

MR. ALLINDER: Object to the form. 
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THE WITNESS: Yes, I think I spoke to Mr. Tisch, 


BY MR. BROWN: 



Q. And what did you talk to Mr. Tisch about prior to 
I his testimony? 

| A. I think I reviewed his written testimony or 

| proposed written testimony at the time, I guess. 

I Q. was the discussion about? 



i his testira 




't recall specifically / but the accuracy of 
scientific accuracy of his testimony, 
ou discuss the fact of whether Lorillard 





>elieved nicfotine was addictive or not? 


Lon't recall that. I don't think that was part 


of his written)testimony. 

Q. D r cE & iVOU ever discuss that with him prior to his 
testimony [EII?94? 


A. |m§M't remember. 

Q. ^^^^on't remember one way or the other? 

A. I don't remember one way or the other. 

Q. If I can direct your attention to Spears Exhibit 
No. 12, which is your expert disclosure, to page -- bottom of 
page three, the last paragraph there, last sentence. It 
reads I may also testify that the statistical associations 
upon which cigarette smoke has been reported to be a risk 
factor for human diseases do not themselves establish proof 
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24 

25 


of causation in a scientific sense. 

Did I read that correctly? 

A. You did. 

Q. What expert opinion do you believe that you will 
offer from that statement? 

A. I will offer that particular belief and support it 
with the fact that there have been epidemiological studies 
on other that have had con founders that have altered 

jld^mlsrepreseated the risk and generally the 
observatio^^^t this is a statistical correlation. It is 
not a way |HPptove causation. It appears in the literature 
tTjjthis is not the -- you cannot prove causation 
gical evidence alone unless that evidence -- 
a short term -- short time term between 


jthe risk a 


enerally 

[ by efSSjemi 

unless the 





exposure and^jlhe disease, and that is not true of the chronic 
^diseases t hat-- w e are talking about with respect to 
iassociatioiilrfh cigarette smoke. 

r, heart disease are all diseases of the 
elderly by and large, and I think it's an accurate statement 
to say scientifically you cannot prove causation by simply a 
statistical association with these kind of diseases because 
there are too many opportunities for bias and confounding. 

Q. Can you tell me any specific support for the 
statement that I just read into the record? 

MR. ALLINDER: Object to the form* 
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THE WITNESS: Are you asking for references? 

BY MR. BROWN: 

Q. Yes. 

A. I can't cite them just offhand# but certainly the 
earlier Surgeon General's reports made that assertion, what 
they believe was necessary to show causation, which was, 

first of all, epidemiological evidence, the strength of the 

K .j 

associationgiPraie temporal relationship between exposure and 
the diseasp^.Bt-ological plausibility, which goes beyond now 
epidemioloc 

are all laid out I think in the first Surgeon 
-t as one quick reference I can give you, but 
icles in the literature that discuss this. 
j>u know the names of any of those articles 
lng here? 

iLINDER: Object to the form. 

flTNESS: I can't give them to you, but there 

|in my mind that they exist and there are 


MR. BROWN: I have no further questions at this 

time. 

MR. ALLINDER: Before we go off the record, X want 
to inform the court reporters that this deposition transcript 
will be designated as being subject to the protective order 

in this case and should you need information as to how to 
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1 make that designation in the record, please call me or get in 

2 contact with me. 

3 I have no questions for Dr. Spears. 

4 (Signature reserved.) 

V* \ 

^5^ (Whereupon, at 6:15 p.m., the taking of the instant 

jr^^l deposition ceased.) 

* 7 . 



^SUBSCRIBED 
*day of _ 





Signature of the Witness 
SWORN TO before me this 



, 20 



NOTARY PUBLIC 


1SS » expires: 





tf. 

if' 

in*. ■ 
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RE: BLUE CROSS AND BLUE SHIELD OF NEW JERSEY, ET AL., V. 
PHILIP MORRIS, INCORPORATED, ET AL. 

DEPOSITION OF: ALEXANDER W. SPEARS, III, Ph.D. 

Please read this original deposition with care, and 
if you find any corrections or changes you wish made, list 
them by page and line number below. DO NOT WRITE IN THE 
DEPOSITIO 
after it i 
attention 


LF. Return the deposition to this office 
o%ned. We would appreciate your prompt 
is matter. 

sist you in making any such corrections, 
form below. If supplemental or additional 
pessary, please furnish same and attach them to 
et. 
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CERTIFICATE OF REPORTER 


STATE OF NORTH CAROLINA) 


COUNTY OF MECKLENURG 


I, Andrea L. Nobrega, the officer before whom the 
regoing deposition was taken, do hereby certify that the 
ness whose testimony appears in the foregoing deposition 


s duly swor 
en by me t: 
typewriting 
, related 


ion in whit 



me; that the testimony of said witness was 


, the best of my ability and thereafter reduced 


ter my direction; that I am neither counsel 
ior employed by any of the parties to the 
iis deposition was taken, and further that I 



not or employee of any attorney or counsel 


loyedBy t! 


irties thereto, nor financially or otherwise 


terested in tbgL outcome of the action. 





r KLOI 


ANDREA L. NOBREGA 


Court Reporter and Notary 


Public in and for 


North Carolina. 


My commission expires: 11-25-01 
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UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF NEW YORK 


BLUE CROSS AND BLUE SHIELD 
JJFl^W JERSEY, eSfiL, 

Plaintiffs, 


'RATED, 



98 Civ. 3287 (JBW) 



am th 
rd Tobacco Com 
ated from Alle 
niversity of Ne 
In addi 



OF DU ALEXANDER WHITE SPEARS III 
:kgrounp AND QUALIFICATIONS : 
tan of the Board of Lorillard Tobacco Company. I have worked for 
id related entities (collectively “Lorillard”) from 1959 to the present. 
College in 1953 (B.S.) and received my Ph.D. in chemistry from the 
in Buffalo in 1960. 

ly current positions with Lorillard, I have served in the following 
is at Lorillard since 1959; Research Associate (1959), Senior Research Chemist, Greensboro 
in (1961-65), Director, Basic Research (1965-68), Vice President, Research and Development 
(19TT-T5), Senior Vice President, Operations and Research (1975-79), Executive Vice President, 
Operations and Research (1979-1991), Vice Chairman and Chief Operating Officer (1991-95), and 
Chief Executive Officer (1995-98). I have also served as an instructor of chemistry at Millard 
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$r 


Fillmore College from 1958 to 1959 and as an Assistant Professor of Chemistry at Guilford College 
from 1961 to 1965. 

yv ^ I am currently a member of the American Chemical Society, the American 

ciation for Advancement of Science, the Society for Applied SpectrQscopy, and the New York 
my of Science. I have served on the Editorial Board of Tobacco Science Journal from 1966 



9; as an advisor io 



ific Commissi offi 

. 4 

I 

>, Cigarette Safe 

| 

Advisory Group, Fire- 
gofrs for |^£lentQ 
present); mei 

Irtejfcm 1990 to the 
I have 
iscopy, chromat 





ational Cancer Institute from 1968 to the late 1970s; a Member of the 
'RESTA from 1972 to 1976; a member of the U.S. Technical Study 
of 1984 from 1984 to 1987; a member of the U.S. CPSC Technical 
igarette Act of 1990 from 1990 to 1993; Chairman of the Board of 
door Air Research from 1991 to 1995 (and a member from 1988 to the 
the Board of Directors for the Council for Tobacco Research-U.S.A., 




ntributed research in the areas of pyrolytic reactions and products, 
, analytical methods, structure of natural products, and tobacco and 



SUMMARY OF OPINIONS 

I am being listed as a fact and expert witness in this matter. This report sets forth the 
ex&s&llsstimony that I may offer at trial. I am expected to give testimony regarding the research, 
design, testing and manufacture of Lorillard cigarettes during the relevant time period. 

I may testify about Lorillard’s historical awareness of reports regarding the 
relationship between smoking and health and the actions Lorillard took in response to those reports, 


- 2 - 
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including Lorillard’s cooperation with Dr. Wynder’s research attempts to determine the relationship 
between cigarette “tar” and lung cancer. I may also testify about the scientific methodology used 
#om s time to time in the research relating to smoking and health issues, including mouse skin 











ting and animal smoke inhalation studies. 

I may testify about research Lori Hard has sponsored or conducted in-house on 
ing and health is,^rtincluding research relating to the chemical composition of cigarette 

mceming Lorillard’s efforts to reduce selected components of smoke 
research efforts, including Lorillard’s and others* research in the areas 
iliastasis, and lung clearance mechanisms. 5 
|n the subject of cigarette design and the reduction in “tar” and nicotine 
several decades. I may testify that, in designing cigarettes, Loriliard 
d public health concerns and to smokers* demands. I may also testify 
to modify its products over the years. 

about my experience as technical adviser to the National Cancer 
te’s Tobacco W^^^jGroup from 1968 to the late 1970s and offer my expert opinion on the 
of research sponsored and reviewed under its auspices. I may testify that Loriliard and other 
ers of the tobacco industry cooperated with and shared research ideas and results with the 
Cancer Institute’s Tobacco Working Group. 

I also may testify about the opinions and basis thereof expressed by the plaintiffs’ 
witnesses relating to cigarette design and manufacture, including any allegations pertaining to 
“smoker compensation^” nicotine “manipulation,” “spiking,” reconstituted tobacco, ph, ammonia 


5. I may also t 
oWt time and other his 
benzo(a)pyrene, p 
lay 

levels in cig:pi|$s in 
sponded to scie 
Iming Loriliard’ 
I may 
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and additives, allegations about Lorillard research and development efforts, and allegations about 
company research on so-called “safer cigarette.” 

r V • I may be asked to comment on the opinions expressed by other witnesses in this case 


IBnhe evidence on which they rely, to the extent such evidence or opinions are within the scope 


>f my expertise. 



My ex 



testimony and opinions may be based upon my education, training, 



lg, research, perpoa&lExperience and expertise, my review of pertinent scientific information 


l^^^erature, other in^^^on reasonably relied on by members of the profession, and my review 
o|Information, testimony, Mid documents concerning this case, 1 may also rely on documents and 



Is used* or ri 



mf^SItimony on the f<f 





| to the issues raised by plaintiffs’ expert witnesses. Included in my 
a/hich is attached hereto as Exhibit A, is a list of my publications upon 
Ition to the materials and information described herein, I may also base 


internal Lorillard documents: 


of the Effects of Ammonium Carbonate, Ammonium Bicarbonate, 


d Diammonium Phosphate on Smoke PH, Smoke Data and Leaf 


Chemistry; 

2. Statistical Evaluations of the Effects of Ammonium Carbonate, Ammonium 
Bicarbonate, Urea and Di ammonium Phosphate on Smoke PH, Smoke Data 
and Leaf Chemistry; and 

3. The Effect of Diammonium Phosphate PAP) on Smoke PH and Nicotine 

Delivery. 
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Residence: 


Place of Birth: 





Children W 



cord: 


Experience: 


ALEXANDER WHITE SPEARS III 

Chairman 

Lorillard Tobacco Company 
714 Green Valley Road, Greensboro, NC 27408 

[DELETED] 

Grindstone, PA ( [DELETED] 1932} 

A. W. Spears, M.D. (dec.) and Eva Elliott Spears (dec.) 

B. S. Allegheny College, 1953 

Ph.D. State University of NY at Buffalo, 1960 


' Spears 
Stewart Spears 
rmy, 1953-55 

ch Associate, State University of NY at Buffalo, 1956-58 

ch Fellow, ibid., 1958-59 

jtor, Millard Fillmore College, 1958-59 


Research Associate, P. Lorillard Company, 1959-61 








ant Professor, Guilford College, 1961-65 

"Research Chemist, Greensboro Division, P. Lorillard 
^ny, 1961-65 


Director, Basic Research, P. Lorillard Company, 1965-68 

Director, Research and Development, Lorillard, A Division of Loews 
Theatres, Inc., 1968-71 


Vice President, Research and Development, Lorillard, A Division of 
Loews Theatres, Inc., 1971-75 

Senior Vice President, Operations and Research, Lorillard, A 
Division of Loews Theatres, Inc., 1975-79 

Executive Vice President, Operations and Research, Lorillard, A 
Division of Loews Theatres, Inc., 1979-85, Lorillard, Inc., 1985-89, 
Lorillard Tobacco Company, 1989-9 T. 
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1 


Alexander White Spears III 



Merger ships 
and Honors: 


Relai 

Activi 



Vice Chairman and Chief Operating Officer, Lorillard Tobacco 
Company, 1991-95. 

Chairman and Chief Executive Officer, Lorillard Tobacco Company, 
1995-99. 

Chairman, Lorillard Tobacco Company, 1999 to present. 

Lorillard, Inc., Board of Directors, Chairman, 1995-1999. 

Tobacco Company, Board of Directors, Chairman, 1 995 to 


an Chemical Society; Society for Applied Spectroscopy; 
rk Academy of Science; Sigma Xi; American Association 
Advancement of Science; Who’s Who in America; Who's 
Finance and industry; Who's Who in Science and 
ring: Distinguished Achievement Award in Tobacco 
, Philip Morris, 1970. Honorary Chairman, 1994 Kmart- 
Greensboro Open. 1994 Junior Achievement Business 
Hall of Fame. 1994 YMCA Hall of Fame. YMCA Honorary 
mber, 1996 - . Honorary Appointment to American 
ure Society, 1998. Guest speaker at the Tobacco 
nts Association 84 th Annual Dinner Meeting, 1999. 1999 
1 Brotherhood Award by the National Conference for 
nity and Justice. 


EgMggl Board, Tobacco Science Journal, 1 966-69; Advisor, 
NlmcTOl Cancer Institute, 196§^8; Member, Scientific Commission 
of CORESTA, 1972-76; Testimony before the Federal Trade 
Commission regarding development of method for tar and nicotine 
determination, 1966; Testimony before the U.S. Senate 
Subcommittee on Health and the Environment of the Committee on 
Energy and Commerce for Its Hearing on H.F. 1880, 1983; 
Testimony before the New York Legislature Senate Finance 
Subcommittee on Fire Safety and Assembly Subcommittee on 
Volunteer Firemen, 1984. Member, U.S, Technical Study Group, 
Cigarette Safety Act of 1984 - 1984-87, and of the U.S. CPSC- 
Technical Advisory Group, Fire Safe Cigarette Act of 1990 - 1 990- 
93. Chairman, Board of Directors, Center for Indoor Air Research, 

1 991-95 (member, 1988 to present); Member, Board of Directors, 
The Council for Tobacco Research-U.S.A., Inc., 1990-99. 
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Alexander White Spears III 


Testimony before the Subcommittee on Commerce, Consumer 
Protection and Competitiveness regarding fire-safe cigarettes HR 
293 and HR 673, 1990. 




Pyrolytic Reactions and Products; Spectroscopy; Chromatography; 
Analytical Methods: Structure of Natural Products; Tobacco; Poods. 
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Community 

Activities: 




I* IW 

IL E 
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Board of Directors, Greensboro Chamber of Commerce, 1974 & 

1975, 1986 & 1987, 1996-99 , Chairman, 1997. Member, 

Greensboro Community Initiative, 1 996- . Chairman, Council on 
Education, 1974. Nathaniel Greene Award, 1975. Executive 
Committee, 1987, 1997. 


Chairman, Model School Task Force, jointly sponsored by the Board 
of Education of the Greensboro Public Schools and the Greensboro 
Chamber of Commerce, 1975. 


Board of Directors, United Way of Greensboro, 1980-85; 1997-99. 
g$Bf§et Chairman, United Way of Greensboro, 1999. Campaign 
Ehakznan, United Way of Greater Greensboro, 1999. 


>er, North Carolina Humanities Committee, 1978-81. 



al Chairman, Bennett College/United Negro College Fund, 
Campaign. 


fffcer, The Governor’s Business Committee for Math & Science 
cation, 1983-84. 



of Directors, North Carolina Citizens for Business and 
ry, 1984-88. 


kman, Greensboro Public School Fund,' 1987. 


isboro Area Chairman, Triad Girl Scouts Capital Campaign, 


BoarcJof Directors, N.C. A & T University Foundation, 1 985-93. 
Board of Trustees, 1990 -; Secretary, 1995-97, Vice Chairman, 
1997-99; General Chairman, "Focus on Excellence" Fund-Raising 
Campaign, 1984-86. 


Board of Directors, Greensboro National Bank, 1980-91; Vice 
Chairman,!989; Executive Committee, 1987-91. 


General Chairman, Greensboro Historical Museum Capita! 

Campaign, 1988, 1989; Board of Trustees, 1989 - . 


Business Advisory Board of University of North Carolina at 
Greensboro, Joseph M. Bryan School of Business & Economics, 
1988-94. 
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Board of Directors, Greensboro Development Corporation, 1985 - ; 
President, 1992-94; Executive Committee, 1987-; Economic 
Development Committee, *1991-94; Forward Guilford II Executive 
Committee, 1998 - . 



Board of Directors, Greensboro Metro YMCA, 1989-96; Chairman, 
1993-95; Executive Committee, 1991-97; Chairman, Hayes-Taylor 
Capital Campaign 1990. YMCA Hall of Fame, 1994. YMCA 
Honorary Life Member, 1996 - . 



of Visitors-Chairman, Greensboro College, 1 990-95. 


►aj^of Trustees, Guilford College, 1995 - ; Board of Visitors, 
‘1991. 

rojgrajof Directors, National Conference of Community and Justice 
(fSBR National Conference of Christians and Jews), 1990-92; 
lan, 1991 NCCJ Annual Brotherhood Citation Dinner, 
jboro Chapter. 1999 National Brotherhood Award by the 


nt Triad Airport Authority, member, 1993 -; Treasurer, 
7; Vice Chair, 1997-99. 

Council, North Carolina Center for Nonprofits, 1 999 
It, Greensboro Sports Council. 

Ir, Rotary Clubs of Greensboro. 

Member, First Presbyterian Church, Greensboro, NC. 




h... 

L * 
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Publications: 



U.S. Patent Literature 

"Metabolic Alteration of 2-Methyithio-4-Amino-5- 

Hydroxymethylpyrimidine (Methioprim)." Proceedings fo r the 
Society of Experimental Biology and Medicine" Yo£: 239 (1 959). 
Slotnik, Irving J., Spears, A, W„ and Tieckelmann, H. 

"The Synthesis of Some 2,4,5-Trisubstituted Pyrimidines." Journal 
of Organic Chemistry, 25: 2137 (I960). Peters, E., Minnemeyer, 
H.J., Spears, A.W., and Tieckelmann, H. 







ynthesis of Phthaloyitauryl Peptides." Journal o f Organic 
try, 26: 1498 (1961), Spears,.A.W. andTieckelmanri, H. 

©termination of Saturated Hydrocarbons in Cigarette Smoke 
sate." 16th Tobacco Chemists' Research Conference, 
Spears, A.W., Lassiter, C.W., and Bell, J.H. 

itative Determination of Alkanes in Cigarette Smoke." 
of Chromatography, 34 (1963). Spears, A.W., Lassiter, 
nd Bell, J.H. 

itative Determination of Phenol in Cigarette Smoked 
Chemistry, 35:320 (1963). Spears, A.W. 



five Filtration of Volatile Phenolic Compounds from Cigarette 
Tobacco Science, 7: 76 (1963). Spears, A.W. 

bined Approach to the Quantitative Analyses of the Volatile 
ents of Cigarette Smoke." 18th Tobacco Chemists’ 
h Conference, October 20-22, 1964, Raleigh, NC. Spears, 
and Routh, W.E. 


"An In Vitro Technique for Studying the Ciliastatic Properties of 
Solutions, Gases, and Aerosol.” 18th Tobacco Chemists' Research 
Conference, October 20-22, 1964, Raleigh, NC. Spears, A.W., 
Tryviates, G.P., and Schultz, F.J. 



■A 



"Determination of Moisture in Total Particulate Matter." Tobacco 
Science, 10: 75 (1966). Schultz, F.J, and Spears, A.W. 

"The Contributions of Tobacco Constituents to Phenol Yield of 
Cigarettes." Tobacco Science, 10: 138 (1966). Bell, J.W., 
Saunders, A.0., and Spears, A.W. 


Hr 
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"Difference in Ciliotoxicity of Cigarette Smoke. Comparison of Two 
Exposure Methods. " American Review o f Respiratory Disease, 
96:1078 (1967). Dalhamn, T., Rylander, R., and Spears, A.W. 

"The Isolation and Identification of Oxygenated Aromatic 
Hydrocarbons from Cigarette Smoke Condensate." 22nd Tobacco 
Chemists’ Research Conference, 1968. Bell, J.H., Ireland, M.S., 
and Spears, A.W. 

"A Convenient Synthesis of the True 6,7-Acechrysene." Journal of 
Organic Chemistry, 34: 1176 (1969). Lewis, C.I., Chang, J.Y., 
£n dS p ears, A.W. 

^Identification of Alkylated Phenanthrenes in Cigarette Smoke 
&H| S hsBto.” 23rd Tobacco Chemists* Research Conference, 
fiferl? Belt, J.H., Ireland, M.S., Schultz, F.J., and Spears, A.W. 

'idsfatfication of Aromatic Ketones in Cigarette Smoke 

S sate." Analytical Chemistry, 41: 310 (1969). Bell, J.H., 
M.S., and Spears, A.W. 

"^Iliminary Studies of Substituted Phenanthrene Preparation via 
FSiiifyclization of Stilbenes and Butadienes." 23rd Tobacco 

S ts' Research Conference, 1969. Lewis, C.I., Chang, J.Y., 

, F.J., and Spears, A.W. 

. ication of Certain Polyaromatic Hydrocarbons in Cigarette 
Smokel Con dens ate." 24th Tobacco Chemists' Research 
dcffiffirpnce, 1970. Bell, J.H., Ireland, M.S., Schultz, F.J., and 
A.W. 

"6ichlorbenzophenone as a Nonradioactive Tracer for Cigarette 
Smoke Gas Chromatographic Analysis of Tracer." American 
Review of Respiratory Disease , 106 :480, 1972. Lewis, C.I., 
McGeady, J.C., Wagner, J.R., Schultz, F.J., and Spears, A.W. 

"Cigarette Smoke Tracers: Gas Chromatographic Analysis of 
Decachlorobiphenyl." American Review of Respiratory Disease, 
V08:367-370, (1973). Lewis, C.I., McGeady, J.C., Tong, H.S., 
Schultz, F.J., and Spears, A.W. 

"Effect of Manufacturing Variables on Cigarette Smoke 
Composition." CORESTA, 1974, Special Information Bulletin, 
pp. 65-78. Spears, A.W. 
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"Summary, Production Factors Affecting Chemical Properties of the 
Flue-Cured Leaf." 28th Tobacco Chemists' Research Conference, 
1974. Spears, A.W. 





"Factors Affecting Smoke Delivery of Nicotine and Carbon 
Monoxide." Published in 1975 Symposium, Nicotine and Carbon 
Monoxide, presented by the Tobacco and Health Research Board, 
Nov. 17-18, 1975, University of Kentucky, Lexington, KY. Spears, 
A.W. 




ical and Physical Criteria for Tobacco Leaf of Modern Day 
es." Recent Advances in Tobacco Science , 7:19-39 
Presented at 35th Tobacco Chemists' Research 
nee, Oct. 6-9, 1981, Winston-Salem, NC. Spears, A.W. 
es, S.T. 

s Involved in the Ignition of Cellulosic Upholstery Fabrics by 
es." J. Fire Sciences , 4^237-260, (1986). Ihrig, A.M., 
A.L., Norman, V„ and Spears, A.W, 


epee of Flexible Polyurethane Foams on Upholstery 

oam Mock-ups Ignitions by Cigarettes." J. Fire Sciences, 
15, (1987). Ihrig, A.M., Rhyne, A.L., and Spears, 


vity of a Cigarette Ignitabilrty index to Hypothetical Shifts in 
tribution of Upholstery Furniture Fabrics." J. of Fire 
s, 8, (1989), Rhyne, A.L. and Spears, A. W. 


for Consideration in a Test Method for Cigarette Ignition 
PftQph&Sity on Soft Furnishings." J. of Fire Sciences , 1 3:59-84, 
(T995)? A.W. Spears, A.L. Rhyne, N/. Norman. 





"Importance of Research in the Tobacco Industry/ A. W. Spears, 
CORESTA Information Bulletin, Zimbabwe, 249, (1994). 
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DEPOSITION AND TRIAL TESTIMONY OF ALEXANDER W. SPEARS III 

NOVEMBER, 1 995 - PRESENT : ' 


DATE 

November 16,1995 
November 22, 1995 

December 13, 1995 

\January 17, 1996 

^February 26. 1996 
^jpebniary 28, 1996 

l March 8, 1996 

^ March 18, 1996 ^ 

^pril 17 - 18. 199^ 

Jjgust 13 * 14, 199j§ 

jjg April IS, 1997 £ 

June 10- 11,1997^ 
12, 1997 f 


TYPE OF TESTIMONY 

Trial Testimony 

Deposition Testimony 
Deposition Testimony 
Trial Testimony 


Trial Testimony 
Trial Testimony 
Trial Testimony 
Deposition Testimony 
Deposition Testimony 
Deposition Testimony 
Trial Testimony 


CASE 

Braun 


Florida - AG 
Broin & Engle 
Sorise 
Sorise 


July 2#-pM997b 


v August 8, 1997 
Igust 18 - 19, 199fE 

Member 23 -25. 19^7 

|| March 3, 1998 ^ 

| June 24, 1998 y 

September 25, 1998 

If- 

January 25, 1999 

|arch 17-18, 1999 
"march 5, 1999 
May 19, 1999 


Deposition Testimony 


Trial Testimony 


Deposition Testimony 
Trial Testimony 
Deposition Testimony 
Deposition Testimony 
Trial Testimony 
Trial Testimony 
Deposition Testimony 
Trial Testimony 


Barnes : Frosina : 
Small : Florida - > 


)berman : Hoskins : 
[\ Texas - AG : Zito 


Broin 


Dunn 


Washington -At 


Minnesota - AG 


Engle 

Engle 

Butler 

Butler 


PLAINTIFFS 

EXHIBIT 
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DEPOSITION AND TRIAL TESTIMONY OF ALEXANDER W. SPEARS III 

NOVEMBER, 1995 - PRESENT 


DATE 


TYPE OF TESTIMONY 


CASE 



Deposition Testimony 


AT Individual Actions : Anderson : 
Brand ; Evans ; Grudcr . Guilloteau ; 
Hellen: lacono; Knutsen: 


jCrochtengel ; Leiderman ; Luke ; 
Lucca : Maisonet ; Perez : Piccione : 
Reitano : Rinaldi ; Schwartz ; Siegel : 
Sprung ; Wagner ; 
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Outlook 


Verbatim; Big Tobacco’s Changing Tune 


PLAINTIFFS 

EXHIBIT 

3 

iyi So*- 


Big Tc||§g 
Canadian.; p 
and waitBl 
will be re 
backdroplr^ 
image, afci 
(Marlboro, 
conference 
president I 
Kessler--i| 
c ^irettpl 
a. .rctive 

Anti-tc8 

than publis 
of his wor 
taken fronj 
begin as t 
Parrish's * 
some regulj 

VANOCUR:* 


is reeling 
roVince of On! 
yj|or a U. S. | 
gyjfated by thj 
^pacco compai 
i^>ne is tryii 
Virginia Slii 
*sLn California 
fielen Parr is] 
#&ing sg.. 


lawsuits (the latest is by the 
Pirio over the cost of smokers' health care) 
Court ruling on whether the industry 
£§iMfd and Drug Administration. Against this 
uLesJare fighting to improve their public 
lx|Jit%rder than industry giant Philip Morris 
PJ^Appearing on a panel at a substance abuse 
ml^t week, Philip Morris senior vice 
i Jpdrred with former FDA commissioner David 
^BP^lhat went well beyond anything his fellow 
such as an admission that nicotine is an 


drug. 



o activist#^©* 
elations mcUMpP 
Following h*rw 
transcript fprxy 
moderator, 
tement earner 
on" by the Pljj^ 


? Parrish's statements as little more 
fers, but even skeptics were struck by some 
^edited excerpts from the panel discussion, 
^ided by Kessler’s staff. The excerpts 
pvision journalist Sander Vanocur, noted 
in the week that "Philip Morris is open to 


Is this a genuine epiphany? 


PARRISH is an honestly held, good-faith belief on my part 
that therejg^eds to be more than just some regulation. . . . There 
needs to bj^erious regulation of the tobacco industry at the federal 
level. The|§^|g|y| I get there is much the same way that Dr. Kessler gets 
there when he talked to the Congress of the United States a couple of 
years ago, when he said, here we have a dangerous product, tobacco, 
which is addictive, which causes harm to some of the people who use it 


g,;. VANOCUR: What is the motive (for Parrish’s concession]. Dr. 
• Kessler? 
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.ESSLER: I don't know. I'd like to believe that this is a first 
step. . . . Everyone is wondering whether they can believe it. You 

know well that for the last 50 years the industry has been engaged in 
some of the greatest deceptions ever on the public health. ... I 
think there is one fundamental question, one very important question, 
this is where I start: Is nicotine a drug? 


PARR I 
. . that 
be regu 
Food, D 
case [Fd 
Corp.] 
this sh 
dispute 
the righ 
rules, n 
forward. 



top us--th 
the proposed 
to regulate 
matter what t 



what gove 
regulates 
that it i 
e ther 
pc^cy, FDA 
that mak 
obviously, 
regulator 
device but 
that, and 

KESSLER: 
addictiv 



II believe that nicotine is a drug. I do not believe . 
ely because nicotine is a drug that that means it should 
as a pharmaceutical or as a medical device under the 
d Cosmetic Act. That is the subject of the Supreme Court 
d Drug Administration v. Brown and Williamson Tobacco 
at will beh^esolved one way or another. But I don't think 

t that there is this very fundamental 
DA rule—in trying to talk about what is 
e product so that when the Supreme Court 
^tcorae is, we are better prepared to move 


indamental points: As I understand 
in the Supreme Court case, if the FDA 
al device, which is what the proposal is, 
fety and efficacy requirements of the act 
ts, own or pursuant to a petition by a third 
|o ban the product to adults. I don't think 
want to sit down and talk to you, 
people about what is the right 
, not as a pharmaceutical or as a medical 
ct--which is addictive, I've conceded 
o some people. 


Here is one of 



it lawyers 




obscco 
abjec 
ei 


use. . . . 

d a lot of 
gime for t 
a tobacco 
ch causes 

t [you hav 

g? 





problem saying that it is an 


have no problem saying that. I don't think it is a 
: is defined by the act, but I do think nicotine is a drug, 
listed in the [U.S.) Pharmacopeia. ... I don't want to 
. . . I believe the federal government should regulate 

ye some ideas that I think we can agree on . . . like how 

;afer products, less addictive products, how do we keep 


PARRISH: 
drug as t 
I mean it 
quibble he 
tobacco. I 
do we devef 

the product out of the hands of kids? ... 

KESSLER: The reality is, if we don't sell tobacco, young people 
don't start. Do you agree with the goal, not having young people 
smoke? 

PARRISH: I do. 
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ivESSLER: If we achieve that goal then the fact is, you don't 
start then, you know what that means to your industry? 

PARRISH: I believe that in the future there will be a smaller 
group of people who smoke, but, if you are right, Dr. Kessler, and 
[if] as a result of cracking down and doing everything we can in a 
comprehensive way to keep kids from smoking our adult business dries 
up, our|comjany is prepared to accept that. And I know that doesn't 
make sen 
this fo 
to be a 
not all 
compani 
other g 
But if 
company f is 
of cracki 
we will 



o a lot of people but I can tell you, having lived through 
last six years, that our belief is, if we are perceived 
of the smoking problem, then society in this country will 
corporation to exist. We have one of the-finest 



the world, 
usinesses 4 
not part 
t a good o 
own on you 
t our asse 


KESSLER: 
willing t 

PARRISH 


But those ar 
:ept meani 


i\£SSLER: 
pieces: 
buy, elimi 
the adver 
with anythj 

PARRISH 
approache 
in some 
right way 
our panel, 
talking t 
I underst 
so much ti: 
far as I 
want to d 
one of the 




>wn Kraft Food, Miller Brewing and lot of 
?ant those businesses to continue growing, 
biae solution I think the future of our 

hat's why, if no adults smoke as a result 
oking, we are prepared to accept that and 
other businesses. 


generalities. The question is, are you 
and real FDA regulation? 



e ma‘er~*tha 
ictions on 
ing vending 



promulgated had two essential 
ss, making it harder for young people to 
hines; [and] reducing the appeal, reducing 
ng and proi||igTQn directed at young people. Anything wrong 
in that rule? * 



don't thinpM^re' s anything wrong with those 
have a quajy^ipn about what's the appropriate role of FDA 
ose steps Jr"?*fs what I want to talk about is what is the 
regulate tniilpiioduct going forward. That is the topic of 
t's work together to figure out the regulatory system, 
fmbers of Congress, that makes sense for tobacco products, 
the skepticism, I understand the- hostility. We have spent 
pointing fingers at one another. . . . That is over as 
pncerned, for’my part that is not going to happen. What I 
igure out a policy that makes sense for the future, for 
products that ray company makes. . . . 


- INDEX REFERENCES - 

• COMPANY (TICKER): Philip Morris Cos. (MO) 

•J—- 

; > ;KF V WORDS: OUTLOOK 

<! 
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privileged/confidential • 

ATTORN EV WORK PRODUCT 


^ COUNCIL FOR TOBACCO RESEARCH 

} - 

American and other companies dismayed at direction of CTR 
^search. (Heis&agn letter) opposed to contract research. 


erican (andj; 
eisher are 
bacco smoke 
disease (Yearn 


eth 






uld SAB be 
ientific Di 



gently others) convinced that Gardner and 

tted to attempting to demonstrate how 

i 

,es disease, rather than whether it causes 
putes this impression). 

R can be said to be independent when it 
wn proposed research, through contracts, 
grants. 

ipory - or should it “run the show" with the 
as a mere administrator. 



January 197^s^|re was thought to be an- agreement (C/C) 
t promotive carcinogenic experiments were not to proceed 
ntil whole smoke work completed 1 . Apparently that work went 
ward anyway (at Gardner's direction or as a result of 
misunderstanding). 
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AREAS OF PRESENT CONCERN EXPRESSED BY COMPANIES - 
REVIEWED BY YEAMAN WITH GARDNER - CURRENT STATU: 5 

% 

X. Loading of smoke/implantation into animal trachea 
of methyl colantherine {not found 1 in tobacco 
smoke). Companies would have preferred that 
the ^ork be deferred until whole smoke inhalation 
workpcomple ted. 

in progress. Yeaman •'hopeful" it will 
tended or further developed. 

AAH hydrocarbon hydroxylases) - marker for 

ibility to cancer. Catalytic effect on 
ne. proposed seminar and publication of 
paper>^"Should more significant results be 
achiPvwHbefore such activities went forward. 

plans were too far advanced 1 to scrap, 
las held. publication will be postponed. 

Effect of nicotine on Central Nervous System-. 

Going: beyond health mandate of CTR? Does this 
involve commercial/competitive aspects (substitutes 
blocks - for nicotine). P-M visit to Abood. 

Abood presentation to Lorillard. Relationship to 
FTC subpoena. 



S+ ‘A *’ 1 


CD 

O 

A 
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~ Rationale by Ford prepared. May have commercial 
implications which could/should be avoided by 
CTR. Unresolved. 

4. Dissatisfaction with views held- by Kreisher. 

Contemptuous/insubordinate. Should be separated. 

K* 

- GalUner* receptive. Will be accomplished in 

r - S 

time’ ^ 1 



Impressid^#'^egarding staff re lack of scientific 
objectiv|¥fPS possible bias against Industry. 


of inherent risks in smoking/health 

Does Indif^E JJS still want/need independent, objective 
SAB and Sta: 



YDAMAN STA 



NT AT BOCA RATON 


The Industry must face clearly the question whether it 
is best served by continuing CTR under, its present 
Commission, i, eto investigate the relation of smoking 
to health, free of direction or control by the Industry. 
You cannot have it both ways. Cannot tell the Scientific 
Director and the SAB "here is your money, spend 1 it in 


i 

.i ! 


oo 

o 

M 

8 
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your best judgment" - and, at the same, time say - 
"but don’t go into the question of _^" 

Gardner contends that some of these difficult questions 
must be answered piece-meal - thereby creating some 
problem areas of examination. 


Do we want. a^TTR! 


Are we prepared to phase it out? 





ff be changed, over a reasonably short 

dget of $1,000,000 has been approved. 

contract already in progress, no 
om that amount will 1 be .made for contract 


research ; or contract renewal. 


ARTHUR J. STEVENS 
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NOTE: Where it is feasible, a syllabus (headnote) will be released, as is 
being done in connection with this case, at the time the opinion is issued. 

The syllabus constitutes no part of the opinion of the Court but haE been 
prepared by the Reporter of Decisions for tbe convenience of the reader. 

See t/n-iieef Slates v. Detroit Timber & Lumber Co., 200 U. S. 321, S37. 

SUPREME COURT OF THE UNITED STATES 



Syllabus 

FOO^XnD DRUG ADMINISTRATION ET AL. v. BROWN 
r^-%LLIAMSON TOBACCO CORP. ET AL. 


CERTIORARI to the united states court of appeals for 

THE FOURTH CIRCUIT 

No, Argued December 1, 1999—Decided March 21, 2000 

he Fp^^^ug, and Cosmetic Act (FDCA), 21 U. S, C. §301 et seq., 
grai^fc^l^l^ood and Drug Administration (FDA), as the designee of 
the iecTEH-ai-y of Health and Human Services (HHS), tbe authority to 
regi$iP% among other items, “drugs” and “devices," §§321(g)-(h), 393. 
In FDA asserted jurisdiction to regulate tobacco products, 

con duelingThat, under the FDCA, nicotine is a “drug” and cigarettes 
and|pliS^|ss tobacco are “devices" that deliver nicotine to the body. 
Pursua'^^p this authority, tbe FDA promulgated regulations gov- 
ernirgi^tib^cco products’ promotion, labeling, and accessibility to 
cbil^reiTani adolescents. The FDA found that tobacco use is tbe Na- 
tion^ s 'lMding cause of premature death, resulting in more than 
400.00 0^ deaths annually, and that most adult smokers begin when 
thej^^^mors. The regulations therefore aim to reduce tobacco use 
by as to substantially reduce the prevalence of addiction in 

future fenerations, and thus the incidence of tobacco-related death 
andlii&lsSiL Respondents, a group of tobacco manufacturers, retail- 


and|pliS^|ss tobacco are “devices" that deliver nicotine to the body. 
Pursua'^^p this authority, tbe FDA promulgated regulations gov- 
erniffi^^oo^cco products’ promotion, labeling, and accessibility to 
chil^reiTani adolescents. The FDA found that tobacco use is the Na- 
tion^ s 'lMding cause of premature death, resulting in more than 
400.00 0^ deaths annually, and that most adult smokers begin when 
thej^^^Lnors. The regulations therefore aim to reduce tobacco use 
by as to substantially reduce the prevalence of addiction in 

future fenerations, and thus the incidence of tobacco-related death 
and^i^^^. Respondents, a group of tobacco manufacturers, retail¬ 
ers, : and advertisers, filed this suit challenging the FDA’s regulations. 
They moved for summary judgment on the ground, inter alia, that 
the FDA lacked jurisdiction to regulate tobacco products as custom¬ 
arily marketed, that is, without manufacturer claims of therapeutic 
benefit. The District Court upheld the FDA’s authority, but the 
Fourth Circuit reversed, holding that Congress has not granted the 
FDA jurisdiction to regulate tobacco products. The court concluded 
that construing the FDCA to include tobacco products would lead to 
several internal inconsistencies in the Act. It also found that evi¬ 
dence external to the FDCA—that the FDA consistently stated before 
1995 that it lacked jurisdiction over tobacco, that Congress has en* 
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acted several tobacco*specific statutes fully cognizant of the FDA’s 
position, and that Congress has considered and rejected many bills 
that would have given the agency such authority—confirms this con¬ 
clusion. 



Held: Reading the FDCA as a whole, as well as in conjunction with 
Congress’ subsequent tobacco-specific legislation, it is plain that 
Congress has not given the FDA the authority to regulate tobacco 
predicts as customarily marketed. Pp. 8—40. 

(ahgjP^luse this case involves an agency’s construction of a statute 
it ^ministers, the Court's analysis is governed by Chevron U. S. A. 
Incf*v.jy&$ural Resources Defense Council , Inc., 467 U. S. 837,. under 
whi^J^xdyiewing court must first ask whether Congress has directly 
spdiS#w|he precise question at issue, id., at 842. If so, the court must 
giv^^fe^to Congress’ unambiguously expressed intent. E.g., id., at 
8431." IfPtigt, the court must defer to the agency's construction of the 
sta^i^l^|toDg as it is permissible. See, e.g., INS v. Aguirre-Aguirre, 
52(Lny|_415, 424. In determining whether Congress has specifically 
adm^l^rthe question at issue, the court should not confine itself to 
exE6B|yy^ a particular statutory provision in isolation. Rather, it 
mu ip uace the provision in context, interpreting the statute to create a 
syp^filforica] and coherent regulatory scheme. Gustafson v. Alloyd Co., 
669. In addition, the meaning of one statute may be af- 
feefed by o ther Acts, particularly where Congress has spoken subse* 
que«|!pst§!|d more specifically to the topic at hand. See, e.g., United 
State^^^state of Romani, 523 U. S. 517, 530-531. Finally, the court 
g^ded to a degree by common sense as to the manner in which 
Cofigresslikely to delegate a policy decision of such economic and po- 
litilaFma^utude to an administrative agency. Cf. MCI Telecommuni- 
v. American Telephone & Telegraph Co., 612 U, S. 218, 

(||g^^g£idering the FDCA as a whole, it is clear that Congress in¬ 
tended! to Exclude tobacco products from the FDA’s jurisdiction. A 
funpiijbsi|al precept of the FDCA is that any product regulated by 
the'FDA that remains on the market must be safe and effective for its 
intended use. See, e.g., §393(b)(2). That is, the potential for inflicting 
death or physical injury must be offset by the possibility of therapeu¬ 
tic benefit. United StQtes v. Rutherford, 442 U. S. 544, 656. In its 
rulemaking proceeding, the FDA quite exhaustively documented that 
tobacco products are unsafe, dangerous, and cause great pain and 
suffering from illness. These findings logically imply that, if tobacco 
products were “devices” under the FDCA, the FDA would be required 
to remove them from the market under the FDCA’s misbranding, see, 
e.g., §331(a), and device classification, see, e.g., §360e(d)(2)(A), provi¬ 
sions. In fact, based on such provisions, the FDA itself has previously 
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asserted that if tobacco products were within its jurisdiction, they 
would have to be removed from the market because it would be im¬ 
possible to prove they were safe for their intended use. Congress, 
however, has foreclosed a ban of such products, choosing instead to 
create a distinct regulatory scheme focusing on the labeling and ad¬ 
vertising of cigarettes and smokeless tobacco. Its express policy is to 
protect commerce and the national economy while informing consum- 
er^bout any adverse health effects. See 15 U, S. C. §1331. Thus, an 
F&Ajjgp^vould plainly contradict congressional intent. Apparently 
reqj|i|mzink this dilemma, the FDA has concluded that tobacco prod- 
netware<3gtually “safe” under tbe FDCA because banning them would 
ca4se''^-''gT^ater harm to public health than leaving them on the mar- 
k®|iiStl8@i|his safety determination—focusing on the relative harms 
caused W alternative remedial measures—is not a substitute for 
thc^^^uired by. the FDCA. Various provisions in the Act require 
th e^jpjp^l to determine that, at least for some consumers, the prod¬ 
uces therapeutic benefits outweigh the risks of illness or serious in* 
jurpllf|ii§| the FDA cannot do, because tobacco products are unsafe 
for^pbj&ifting any therapeutic benefit. The inescapable conclusion is 
no room for tobacco products within the FDCA’s regula¬ 
tor j$!i|dieme. If they cannot be used safely for any therapeutic pur- 
they cannot be banned, they simply do not fit. Pp. 10- 

( felgijggl history of tobacco-specific legislation also demonstrates 
that 'Oeoufress has spoken directly to the FDA’s authority to regulate 
tob^g^^oducts. Since 1965, Congress has enacted six separate 
stal 1 ttiee-'-«fldressing the problem of tobacco use and human health. 
Th^sfe « frfca l utes, among other things, require that health warnings 
appear on nil packaging and in all print and outdoor advertisements, 
see^^^^^. C. §§1331, 1333, 4402; prohibit the advertisement of to- 
bao^oroducts through any electronic communication medium regu- 
latlcMpy^the Federal Communications Commission, see §§1335, 
44t^^^^uire the Secretary of HHS to report every three years to 
Coft|rbss research findings concerning tobacco’s addictive prop¬ 
erty, 42 U. S. C. §290aa-2(b)(2); and make States’ receipt of certain 
federal block grants contingent on their prohibiting any tobacco 
product manufacturer, retailer, or distributor from selling or distrib¬ 
uting any such product to individuals under age 18, §300x~26(a)(l). 
This tobacco-specific legislation has created a specific regulatory 
scheme for addressing the problem of tobacco and health. And it was 
adopted against the backdrop of the FDA consistently and resolutely 
stating that it was without authority under the FDCA to regulate to¬ 
bacco products as customarily marketed. In fact, Congress several 
times considered and rejected bills that would have given the FDA 
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such authority. Indeed, Congress’ actions in this area have evidenced 
a clear intent to preclude a meaningful policymaking role for any 
administrative agency. Further, Congress’ tobacco legislation pro¬ 
hibits any additional regulation of tobacco product labeling with re¬ 
spect to tobacco's health consequences, a central aspect of regulation 
under the FDCA. Under these circumstances, it is evident that Con¬ 
gress has ratified the FDA’s previous, long-held position that it lacks 
jurisdiction to regulate tobacco products as customarily marketed. 
Codgr^i^as created a distinct scheme for addressing the subject, 
an<|$iW V 6dheme excludes any role for FDA regulation. Pp. 20-37. 

(CLFinely, the Court’s inquiry- is shaped, at least in some meas¬ 
ure? nature of the question presented. Chevron deference is 

pre|^^|^n the theory that a statute’s ambiguity constitutes an im¬ 
plicit delegation from Congress to the agency to fill in the statutory 
gap^%jgi|N67 U. S., at 844. In extraordinary cases, however, there 
tna|si^^$son to hesitate before concluding that Congress has in¬ 
tended such an implicit delegation. This is hardly an ordinary case. 
Coi|gg|jpj|||) the agency’s position from its inception until 1995, the 
FD^ h|s n|>w asserted jurisdiction to regulate an industry constitut- 

S ingpiSStpSiicant portion of the American economy. In fact, the FDA 
coni^|^s that, were it to determine that tobacco products provide no 
"re^m||bl| assura nce of safety,” it would have the authority to ban 
- cig^&ftfgS^nd smokeless tobacco entirely. It is highly unlikely that 
CPhggggg^ould leave the determination as to whether the sale of to- 
bac^pj-pdlcts would be regulated, or even banned, to the FDA’s dis- 
cretion^iSso cryptic a fashion. See MCI Telecommunications, 612 
U. Given tobacco's unique political history-, as well as the 

bre4&th~R£ the authority that the FDA has asserted, the Court is 
obliged to $efer not to the agency’s expansive construction of the 
stat^^^l to Congress’ consistent judgment to deny the FDA this 
pov&r. Pp. ; 37-39. 

(ep^^^^atter how important, conspicuous, and controversial the 
issues,, j|id jegardless of how likely the public is to hold the Executive 
BrapesSpmtically accountable, an administrative agency’s power,to 
regulate in the public interest must always be grounded in a valid 
grant of authority from Congress. Courts must take care not to ex¬ 
tend a statute’s scope beyond the point where Congress indicated it 
would stop. E.g., United States v. Article of I>rug . . . Bacto-Unidisk, 
394 U. S. 784, 800. P. 40. 

153 F. 3d 155, affirmed. 

O’CONNOR, J., delivered the opinion of the Court, in which 
Rehnquist, C. J., and Scalia, Kennedy, and THOMAS, <JJ„ joined. 
BreyeR, J., filed a dissenting opinion, in which STEVENS, SOUTER, and 
GINSBURG, JJ., joined. 
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Opinion of the Court 

NOTICE: This opinion is subject to formal revision before publication in the 
preliminaiy print of the United States Reports Reader* are requested to 
notify the Reporter of Decisions, Supreme Court of the United States, Wash¬ 
ington, D. C. 20543, of any typographical or other formal errors, in order 
that corrections may be made before the preliminary print goes to preBs. 

SUPREME COURT OF THE UNITED STATES 



No. 98-1152 


AND DRUG ADMINISTRATION, ETAL., PETI- 
S v. BROWN & WILLIAMSON TOBACCO 
CORPORATION ET al. 

CERTIORARI TO THE UNITED STATES COURT OF 
APPEALS FOR THE FOURTH CIRCUIT 

[March 21, 2000] 


’CONNOR delivered the opinion of the Court, 
ase involves one of the most troubling public 
ems facing our Nation today: the thousands of 
eaths that occur each year because of tobacco 
6, the Food and Drug Administration (FDA), 
expressly disavowed any such authority since 
asserted jurisdiction to regulate tobacco 
ee 61 Fed. Reg. 44619-45318. The FDA con¬ 
icotine is a "drug” within the meaning of the 
rug, and Cosmetic Act (FDCA or Act) } 52 Stat. 
ended, 21 U. S. C. §301 el seq., and that ciga- 
mokeless tobacco are "combination products" 
elivef nicotine to the body. 61 Fed. Reg. 44397 
(1996). Pursuant to this authority, it promulgated regula¬ 
tions intended to reduce tobacco consumption among 
children and adolescents. Id., at 44615-44618. The 
agency believed that, because most tobacco consumers 
begin their use before reaching the age of 18, curbing 
tobacco use by minors could substantially reduce the 
prevalence of addiction in future generations and thus the 
incidence of tobacco-related death and disease. Id., at 
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44398-44399. 

Regardless of how serious the problem an administra¬ 
tive agency seeks to address, however, it may not exercise 
its authority “in a manner that is inconsistent with the 
administrative structure that Congress enacted into law.” 
ETS1 Pipeline Project v. Missouri, 484 U. S. 495, 517 (1988). 
And Although agencies are generally entitled to deference 
^pretation of statutes that they administer, a 
?ourt, as well as the agency, must give effect to 
juously expressed intent of Congress." Ohev- 
i Inc. v. Natural Resources Defense Council, Inc., 
(7, 842-843 (1984). In this case, we believe that 
is clearly precluded the FDA from asserting 
juris * to regulate tobacco products. Such authority 
lent with the intent that Congress has ex- 
fce FDCA’s overall regulatory scheme and in 
:co-specific legislation that it has enacted subse- 
FDCA. In light of this clear intent, the FDA's 
jurisdiction is impermissible. 

I 

grants the FDA, as the designee of the Secre- 
dth and Human Services, the authority to 
Long other items, ‘'drugs" and “devices.” See 
i§321(g)-(h), 393 (1994 ed. and Supp. III). The 
“drug” to include “articles (other than food) 
affect the structure or any function of the 
T. S. C. §321(g)(l)(C). It defines “device,” in 
part, as “an instrument, apparatus, implement, machine, 
contrivance, ... or other similar or related article, includ¬ 
ing any component, part, or accessory, which is ... in¬ 
tended to affect the structure or any function of the body.” 
§321(h). The Act also grants the FDA the authority to 
regulate so-called “combination products," which “consti¬ 
tute a combination of a drug, device, or biologic product." 
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§353(g)(1). The FDA has construed this provision as 
giving it the discretion to regulate combination products 
as drugs, as devices, or as both. See 61 Fed. Reg. 44400 
(1996). 

On August 11, 1995, the FDA published a proposed rule 
concerning the sale of cigarettes and smokeless tobacco to 
chffdrfetNajul adolescents. 60 Fed. Reg. 41314-41787. The 
rule, ■y^miincluded several restrictions on the sale, dis¬ 
tribution, --and advertisement of tobacco products, was 
desigifedf Tp j reduce the availability and attractiveness of 
tobacci^i^^ucts to young people. Id., at 41314. A public 
commpl^^riod followed, during which the FDA received 
over submissions, more than “at any other time in 

its hiltory bn any other subject.” 61 Fed. Reg. 44418 


its hi&ton 

(1996PT 

^ On 28, 1996, the FDA issued a final rule entitled 

gijteguWdons Restricting the Sale and Distribution of 
^igar||i^^nd Smokeless Tobacco to Protect Children and 
Adolescent!!” Id., at 44396. The FDA determined that 
nicoti:^^^^a “drug” and that cigarettes and smokeless 
tobacco “drug delivery devices/’ and therefore it had 
jurisdl^ott-lunder the FDCA to regulate tobacco products 
as cu^m-m^ily marketed—that is, without manufacturer 
claim&^jyhijrapeutie benefit. Id., at 44397, 44402. First, 
the FlSfmund that tobacco products “‘affect the structure 
or an5^^Hpion of the body’” because nicotine “has signifi¬ 
cant ph ; a|macQloEncal effects.” Id., at 44631. Specifically, 
nicotine “exferts psychoactive, or mood-altering, effects on 
the brain” that cause and sustain addiction, have both 
tranquilizing and stimulating effects, and control weight. 
Id., at 44631-44632. Second, the FDA determined that 
these effects were “intended” under the FDCA because 
they “are so widely known and foreseeable that [they] may 
be deemed to have been intended by the manufacturers,” 
id., at 44687; consumers use tobacco products “predomi¬ 
nantly or nearly exclusively” to obtain these effects, id., at 
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44807; and the statements, research, and actions of manu¬ 
facturers revealed that they “have ‘designed’ cigarettes to 
provide pharmacologically active doses of nicotine to con¬ 
sumers," id., at 44849. Finally, the agency concluded that 
cigarettes and smokeless tobacco are “combination prod¬ 
ucts" because, in addition to containing nicotine, they 
device components that deliver a controlled 
Lcotine to the body, id., at 45208-45216. 
-esolved the jurisdictional question, the FDA 
lied the policy justifications for its regulations, 
le deleterious health effects associated with 
It found that tobacco consumption was “the 
[|ng cause of preventable death in the United 
at 44398. According to the FDA, “[m]ore than 
>ple die each year from tobacco-related ill- 
as cancer, respiratory illnesses, and heart 
)id. The agency also determined that the only 
ice the amount of tobacco-related illness and 
fas to reduce the level of addiction, a goal that 
jcomplished only by preventing children and 
from starting to use tobacco. Id., at 44398— 
FDA found that 82% of adult smokers had 
their ^£i«t^pgarette before the age of 18, and more than 
half had already become regular smokers by that age. Id., 
It also found that children were beginning to 
younger age, that the prevalence of youth 
id recently increased, and that similar prob- 
!d with respect to smokeless tobacco. Id., at 
44398-44399. The FDA accordingly concluded that if “the 
number of children and adolescents who begin tobacco use 
can be substantially diminished, tobacco-related illness 
can be correspondingly reduced because data suggest that 
anyone who does not begin smoking in childhood or ado¬ 
lescence is unlikely ever to begin.” Id., at 44399. 

Based on these findings, the FDA promulgated regula¬ 
tions concerning tobacco products’ promotion, labeling, 
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and accessibility to children and adolescents. See id., at 
44615—44618. The access regulations prohibit the sale of 
cigarettes or smokeless tobacco to persons younger than 
18; require retailers to verify through photo identification 
the age of all purchasers younger than 27; prohibit the 
sale of cigarettes in quantities smaller than 20; prohibit 
the ii^trib.ution of free samples; and prohibit sales 
throi||&lPj-service displays and vending machines except 
in adult-oQjy locations. Id., at 44616-44617. The promo- 
lalions require that any print advertising appear 
jnd-white, text-only format unless the publica- 
ich it appears is read almost exclusively by 
libit outdoor advertising within 1,000 feet of 
)layground or school; prohibit the distribution 
fotional items, such as T-shirts or hats, bearing 
sturer’s brand name; and prohibit a manufac- 
s sponsoring any athletic, musical, artistic, or 
:;Or cultural event using its brand name. Id., at 
i8. The labeling regulation requires that the 
\‘A Nicotine-Delivery Device for Persons 18 or 
jear on all tobacco product packages. Id., at 

promulgated these regulations pursuant to its 
regulate “restricted devices.” See 21 U. S. C. 
e FDA construed §353(g)(l) as giving it the 
regulate “combination products” using the 
authorities, device authorities, or both, de- 
how the public health goals of the act can be 
best accomplished.” 61 Fed. Reg. 44403 (1996). Given the 
greater flexibility in the FDCA for the regulation of de¬ 
vices, the FDA determined that “the device authorities 
provide the most appropriate basis for regulating ciga¬ 
rettes and smokeless tobacco.” Id., at 44404. Under 21 
U. S. C, §360j(e), the agency may “require that a device be 
restricted to sale, distribution, or use . . . upon such other 
conditions as [the FDA) may prescribe in such regulation, 
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if, because of its potentiality for harmful effect or the 
collateral measures necessary to its use, [the FDA] deter¬ 
mines that there cannot otherwise be reasonable assur¬ 
ance of its safety and effectiveness.” The FDA reasoned 
that its regulations fell within the authority granted by 
§360j(e) because they related to the sale or distribution of 
tobacd^ pro ducts and were necessary for providing a rea- 
sonab|prfl%irance of safety. 61 Fed. Reg. 44405-44407 
(1996|T 

Ree^oijjdejnts, a group of tobacco manufacturers, retail¬ 
ers, aplWifivertisers, filed suit in United States District 
Court||jMy|le Middle District of North Carolina challeng¬ 
ing tfejjfeilations. See Coyne Beahm, Inc. v. FDA, 966 
F. Sujfp.T3*74 (1997). They moved for summary judgment 
on thP|piifnds that the FDA lacked jurisdiction to regu¬ 
late tfebsib©^ products as customarily marketed, the regula- 


Re^>o^d^nts, a group of tobacco manufacturers, retail¬ 
ers, ap^^lvertisers, filed suit in United States District 
Court||jMy|le Middle District of North Carolina challeng¬ 
ing tfejjfeilations. See Coyne Beahm, Inc. v. FDA, 966 
F. Sujfp.T3*74 (1997). They moved for summary judgment 
on thP|piifnds that the FDA lacked jurisdiction to regu- 
t||gjgjg gj products as customarily marketed, the regula¬ 
tions r ^cee^ded the FDA’s authority under 21 U. S. C. 

f 6Qj|53§ ^ the advertising restrictions violated the First 
aeimtM. Second Brief in Support of Plaintiffs’ Motion 
for Sillflliilfy Judgment in No. 2:95CV00591 (MDNC), in 3 
Rec. in^jlpfc 97—1604 (CA4), Tab No. 40; Third Brief in 
Supp<^t'of4Plaintiffs’ Motion for Summary Judgment in 
No. $s85Gtf00591 (MDNC), in 3 Rec. in No. 97-1604 
(CA4LTabJNo. 42, The District Court granted respond¬ 
ents’ in part and denied it ih part. 966 F. Supp., 

at 14p^i^he court held that the FDCA authorizes the 
FDA tobacco products as customarily marketed 

and rnaxthe FDA’s access and labeling regulations are 
permissible, but it also found that the agency 9 s advertising 
and promotion restrictions exceed its authority under 
§360j(e). Id., at 1380-1400. The court stayed implemen¬ 
tation of the regulations it found valid (except the prohibi¬ 
tion on the sale of tobacco products to minors) and certi¬ 
fied its order for immediate interlocutory appeal. Id., at 
1400-1401. 

The Court of Appeals for the Fourth Circuit reversed, 
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holding that Congress has not granted the FDA jurisdic¬ 
tion to regulate tobacco products. See 153 F. 3d 155 
(1998). Examining the FDCA as a whole, the court con¬ 
cluded that the FDA’s regulation of tobacco products 
would create a number of internal inconsistencies. Id., at 
162-167. Various provisions of the Act require the agency 
e that any regulated product is “safe” before it 
or allowed to remain on the market, yet the 
in its rulemaking proceeding that tobacco 
"afe “dangerous” and “unsafe.” Id., at 164—167. 
r DA would apparently have to ban tobacco 
result the court found clearly contrary to con- 
itent. Ibid. This apparent anomaly, the Court 
concluded, demonstrates that Congress did not 
\ve the FDA authority to regulate tobacco. Id., 
court also found that evidence external to the 
irms this conclusion. Importantly, the FDA 
stated before 1995 that it lacked jurisdiction 
and Congress has enacted several tobacco- 
^utes fully cognizant of the FDA’s position. See 
<176. In fact, the court reasoned, Congress has 
md rejected many bills that would have given 
the such authority. See id., at 170-171. This, 

along, withidie absence of any intent by the enacting Con- 
138 to subject tobacco products to regulation 
fDCA, demonstrates that Congress intended to 
*ch authority from the FDA. Id., at 167—176. 
)lved the jurisdictional question against the 
agency, the Court of Appeals did not address whether the 
regulations exceed the FDA’s authority under 21 U. S. C. 
§360j(e) or violate the First Amendment. See 153 F. 3d, at 
176, n. 29. 

We granted the Government’s petition for certiorari, 526 
U. S. 1086 (1999), to determine whether the FDA has 
authority under the FDCA to regulate tobacco products as 
customarily marketed. 
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The FDA’s assertion of jurisdiction to regulate tobacco 
products is founded on its conclusions that nicotine is a 
“drug” and that cigarettes and smokeless tobacco are 
“drug delivery devices.” Again, the FDA found that to¬ 
bacco products are “intended” to deliver the pharmacologi¬ 
cal effegtaif satisfying addiction, stimulation and tran- 
quilizHion, and weight control because those effects are 
foreselafete^to any reasonable manufacturer, consumers 
use products to obtain those effects, and tobacco 

manuf^^rs have designed their products to produce 
those fg|Efe|. 61 Fed. Reg. 44632-44633 (1996). As an 
initial^ in a tier, respondents take issue with the FDA’s 
re a<RilWP%i tended," arguing that it is a term of art that 
gofersl^y^ively to claims made by the manufacturer or 
=^ndo|§^bout the product. See Brief for Respondent 
^ro w %^y^lliamson Tobacco Corp. 6. That is, a product 
is not^a drug or device under the FDCA unless the manu- 
factur^^^H'endor makes some express claim concerning 
the prfig^jji^s therapeutic benefits. See id., at 6—7. We 
need ff8t"T^iolve this question, however, because assum¬ 
ing, arguendo, that a product can be “intended to affect 
the st^gg^e or any function of the body" absent claims of 
thera^^^^pr medical benefit, the FDA’s claim to jurisdic¬ 
tion cpnt|-avenes the clear intent of Congress. 

A tpflSfllld issue is the appropriate framework for 
analyzing the FDA’s assertion of authority to regulate 
tobacco products. Because this case involves an adminis¬ 
trative agency’s construction of a statute that it adminis¬ 
ters, our analysis is governed by Chevron U. S. A. Inc. v. 
Natural Resources Defense Council, Inc., 467 U. S. 837 
(1984). Under Chevron, a reviewing court must first ask 
“whether Congress has directly spoken to the precise ques¬ 
tion at issue." Id., at 842. If Congress has done so, the 
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inquiry is at an end; the court “must give effect to the un¬ 
ambiguously expressed intent of Congress.” Id., at 843; see 
also United States v. Haggar Apparel Co., 526 U. S. 380, 392 
(1999); Holly Farms Corp. v. NLRB, 517 U. S. 392, 398 
(1996). But if Congress has not specifically addressed the 
question, a reviewing court must respect the agency’s con* 
the statute so long as it is permissible. See INS 
^Aguirre, 526 U. S. 415, 424 (1999); Auer v. Rob- 
S. 452, 457 (1997). Such deference is justified 
(he responsibilities for assessing the wisdom of 
choices and resolving the struggle between 
iews of the public interest are not judicial ones,” 
)ra, at 866, and because of the agency's greater 
dth the ever-changing facts and circumstances 
the subjects regulated, see Rust v. Sullivan, 
b 187 (1991). 

;rmining whether Congress has specifically ad- 
question at issue, a reviewing court should not 
If to examining a particular statutory provision 
The meaning—or ambiguity—of certain 
irases may only become evident when placed in 
ie Brown v. Gardner, 513 U. S. 115, 118 (1994) 
is a creature not of definitional possibilities but 
context”). It is a “fundamental canon of statu¬ 
tory o onstru ction that the words of a statute must be read in 
their and with a view to their place in the overall 

statu|gyf^g|heme.” Davis v. Michigan Dept, of Treasury, 
489 l). S. 803, 809 (1989). A court must therefore interpret 
the statute “as a symmetrical and coherent regulatory 
scheme,” Gustafson v. AUoyd Co., 513 U. S. 561, 569 (1995), 
and “fit, if possible, all parts into an harmonious whole,” 
FTC v. Mandel Brothers, Inc., 359 U. S. 385, 389 (1959). 
Similarly, the meaning of one statute may be affected by 
other Acts, particularly where Congress has spoken subse¬ 
quently and more specifically to the topic at hand. See 
United States v. Estate of Romani, 523 U. S. 517, 530-531 
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(1998); United States v. Fausto, 484 U. S. 439, 453 (1988). 
In addition, we must be guided to a degree by common sense 
as to the manner in which Congress is likely to delegate a 
policy decision of such economic and political magnitude to 
an administrative agency. Cf. MCI Telecommunications 
Corp. v. American Telephone & Telegraph Co., 512 U. S. 
218, 210*0994). 

Witb^l^e principles in mind, we find that Congress 
has directly spoken to the issue here and precluded the 
FDA’sf jttfrsqiction to regulate tobacco products. 



Vie^^^ie FDCA as a whole, it is evident that one of 
the Act’s c§re objectives is to ensure that any product 
regulJiliffli’ the FDA is “safe” and “effective” for its in- 
^nde<|j^§:|See 21 U. S. C. §393(b)(2) (1994 ed., Supp. Ill) 
i^efinig§& the FDA’s mission); More Information for Better 
i^atier^Sj^^: Hearing before the Senate Committee on 
LaborJah^jluman Resources, 104th Cong., 2d Sess., 83 
(1996j^J|iliment of FDA Deputy Commissioner Schultz) 
(“A fupdpit^ntal precept of drug and device regulation in 
this cMmtry? is that these products must be proven safe 
and effectrwp before they can be sold”). This essential 
purpo^*n|dvades the FDCA. For instance, 21 U. S. C. 
§393(1^^(1,994 ed., Supp. Ill) defines the FDA’s “mission” 
to incfl§^^i}rotect[ing) the public health by ensuring that 
. . . safe and effective” and that “there is reason¬ 

able assurance of the safety and effectiveness of devices 
intended for human use.” The FDCA requires p re market 
approval of any new drug, with some limited exceptions, 
and states that the FDA “shall issue an order refusing to 
approve the application” of a new drug if it is not safe and 
effective for its intended purpose. §§355(d)(1)—(2), (4)~(5). 
If the FDA discovers after approval that a drug is unsafe 
or ineffective, it “shall, after due notice and opportunity 
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for hearing to the applicant, withdraw approval” of the 
drug. 21 U. S. C. §§355(e)(l)—(3). The Act also requires 
the FDA to classify all devices into one of three categories. 
§360c(b)(l). Regardless of which category the FDA 
chooses, there must be a "reasonable assurance of the 
safety and effectiveness of the device.” 21 U. S. C. 
§§36&p^p(A)(i), (B), (C) (1994 ed. and Supp. Ill); 61 Fed. 
Reg. (1996). Even the “restricted device” provision 

pursip,nt^) which the FDA promulgated the regulations 
at issuffffreVe authorizes the agency to place conditions on 


istribution of a device specifically when “there 
rwise be reasonable assurance of its safety and 
21 U. S. C. §360j(e). Thus, the Act gener¬ 
is the FDA to prevent the marketing of any 
ice where the “potential for inflicting death or 
jury is not offset by the possibility of thera- 
jenefit” United States v. Rutherford, 442 U. S. 
>79). 

lemaking proceeding, the FDA quite exhaus- 
tented that “tobacco products are unsafe,” 
and “cause great pain and suffering from 
Fed. Reg. 44412 (1996). It found that the 
of tobacco products “presents extraordinary 
" and that “tobacco use is the single leading 
jventable death in the United States.” Id., at 
|ated that “[mjore than 400,000 people die each 
>bacco-related illnesses, such as cancer, respi- 
iUnesses, and heart disease, often suffering long 
and painful deaths,” and that *‘[t]obacco alone kills more 
people each year in the United States than acquired im¬ 
munodeficiency syndrome (AIDS), car accidents, alcohol, 
homicides, illegal drugs, suicides, and fires, combined.” 
Ibid. Indeed, the FDA characterized smoking as “a pedi¬ 
atric disease,” id., at 44421, because “one out of every 
three young people who become regular smokers . . , will 
die prematurely as a result,” id., at 44399. 
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These findings logically imply that, if tobacco products 
were “devices” under the FDCA, the FDA would be re¬ 
quired to remove them from the market. Consider, first, 
the FDCA’s provisions concerning the misbranding of 
drugs or devices. The Act prohibits “[t]he introduction or 
delivery for introduction into interstate commerce of any 
food, kdrug, device, or cosmetic that is adultered or mis- 
!1 U. S. C. §331(a). In light of the FDA’s find- 
listinct FDCA provisions would render ciga- 
smokeless tobacco misbranded devices. First, 
ls a drug or device misbranded “[i]f it is dan- 
gealth when used in the dosage or manner, or 
jquency or duration prescribed, recommended, 
in the labeling thereof.” The FDA’s findings 
that tobacco products are “dangerous to 
in used in the manner prescribed. Second, a 
dee is misbranded under the Act “[ujnless its 
)ears . . . adequate directions for use ... in such 
form, as are necessary for the protection of 
|pt where such directions are “not necessary for 
jinn of the public health.” §352(f)(1). Given the 
fejusions concerning the health consequences of 
usel there are no directions that could adequately 
prote< con|umers. That is, there are no directions that 
tobacco products safe for obtaining their in- 
fcts. Thus, were tobacco products within the 
Ji|risJiction f the Act would deem them misbranded 
could not be introduced into interstate com¬ 
merce. Contrary to the dissent’s contention, the Act ad¬ 
mits no remedial discretion once it is evident that the 
device is misbranded. 

Second, the FDCA requires the FDA to place all devices 
that it regulates into one of three classifications. See 
§360c(b)(l). The agency relies on a device’s classification 
in determining the degree of control and regulation neces¬ 
sary to ensure that there is “a reasonable assurance of 



.industrydocuments.ucsf.edu/docs/zjgl0001 



Cite as: 529 U.S._(2000) 

Opinion of the Court 


13 


) 





safety and effectiveness.” 61 Fed. Reg. 44412 (1996). The 
FDA has yet to classify tobacco products. Instead, the 
regulations at issue here represent so-called ‘'general 
controls,” which the Act entitles the agency to impose in 
advance of classification. See id., at 44404-44405. Al¬ 
though the FDCA prescribes no deadline for device classi¬ 
fication, the FDA has stated that it will classify tobacco 
prod\|g$Plfi a future rulemaking” as required by the Act. 
Id., dr 44412. Given the FDA’s findings regarding the 
healtfi eonsfequences of tobacco use, the agency would have 
^arettes and smokeless tobacco in Class III 
m after the application of the Act’s available 
gey would “presen[t] a potential unreasonable 
|ss or injury.” 21 U. S. C. §360c(a)(l)(C). As 
fvices, tobacco products would be subject to the 
jmarket approval process. See 21 U. S. C. 
J) (1994 ed., Supp. Ill); 21 U. S. C. §360e; 61 
4.4412 (1996). Under these provisions, the FDA 
Irohibited from approving an application for 
japproval without “a showing of reasonable 
iat such device is safe under the conditions of 
ged, recommended, or suggested on the labeling 
U. S. C. §360e(d)(2)(A). In view of the FDA’s 
regarding the health effects of tobacco use, the 
Id have no basis for finding any such reason- 
tee of safety. Thus, once the FDA fulfilled its 
^ligation to classify tobacco products, it could 
jm to be marketed. 

The FDCA’s misbranding and device classification 
provisions therefore make evident that were the FDA to 
regulate cigarettes and smokeless tobacco, the Act would 
require the agency to ban them. In fact, based on these 
provisions, the FDA itself has previously taken the posi¬ 
tion that if tobacco products were within its jurisdiction, 
“they would have to be removed from the market because 
it would be impossible to prove they were safe for their 
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intended us[e]Public Health Cigarette Amendments of 
1971: Hearings before the Commerce Subcommittee on 
S. 1454, 92d Cong., 2d Sess., 239 (1972) (hereinafter 1972 
Hearings) (statement of FDA Commissioner Charles Ed¬ 
wards). See also Cigarette Labeling and Advertising: 
Hearings before the House Committee on Interstate and 
Cpmmeree, 88th Cong., 2d Sess., 18 (1964) (here- 
64 Hearings) (statement of Department of 
^Education, and Welfare (HEW) Secretary An- 
rezze that proposed amendments to the FDCA 
have given the FDA jurisdiction over "smok- 
t[sf "might well completely outlaw at least 

iH however, has foreclosed the removal of tobacco 
>m the market. A provision of the United States 
^ntly in force states that marketing of 

^constitutes one of the greatest basic industries of 
5 States with ramifying activities which directly 
state and foreign commerce at every point, and 
litions therein are necessary to the general 
U. S. C. §1311(a). More importantly, Congress 
addressed the problem of tobacco and health 
|islation on six occasions since 1965. See Fed¬ 
eral .Cigarj tte Labeling and Advertising Act (FCLAA), 
Pub. I11PTO-92, 79 Stat. 282; Public Health Cigarette 
Smok||ggp^tt of 1969, Pub. L. 91-222, 84 Stat. 87; Alcohol 
and ijhg&Abuse Amendments of 1983, Pub. L. 98-24, 97 
Stat. SfSftlomprehensive Smoking Education Act, Pub. L. 
98-474, 98 Stat. 2200; Comprehensive Smokeless Tobacco 
Health Education Act of 1986, Pub. L. 99—252, 100 Stat. 
30; Alcohol, Drug Abuse, and Mental Health Administra¬ 
tion Reorganization Act, Pub. L. 102—321, §202, 106 Stat. 
394. When Congress enacted these statutes, the adverse 
health consequences of tobacco use were well known, as 
were nicotine’s pharmacological effects. See, e.g., U. S. 
Dept, of Health, Education, and Welfare, U. S. Surgeon 
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General’s Advisory Committee, Smoking and Health 25- 
40, 69—75 (1964) (hereinafter 1964 Surgeon General’s Re¬ 
port) (concluding that cigarette smoking causes lung 
cancer, coronary artery disease, and chronic bronchitis 
and emphysema, and that nicotine has various pharma¬ 
cological effects, including stimulation, tranquilization, 
and aippeti|e suppression); U. S. Dept, of Health and 
Humag^slllvices, Public Health Service, Health Conse¬ 
quences of^moking for Women 7—12 (1980) (finding that 
mortaptg^r^tes for lung cancer, chronic lung disease, and 
coron^p&liliirt disease are increased for both women and 
rs, and that smoking during pregnancy is 
rith significant adverse health effects on the 
and newborn child); U. S. Dept, of Health 
Services, Public Health Service, Why People 
rettes (1983), in Smoking Prevention Educa- 
trings on H. R. 1824 before the Subcommittee 
id the Environment of the House Committee 
Lnd Commerce, 98th Cong., 1st Sess., 32-37 
jinafter 1983 House Hearings) (stating that 
the most widespread example of drug depend- 
|ountry,” and that cigarettes “affect the chem- 
brain and nervous system”); U. S. Dept, of 
andpuman Services, Public Health Service, The 
Sequences of Smoking; Nicotine Addiction 6-9, 
}8) (hereinafter 1988 Surgeon General’s Re¬ 
ading that tobacco products are addicting in 
le way as heroin and cocaine, and that nico¬ 
tine is the drug that causes addiction). Nonetheless, 
Congress stopped well short of ordering a ban. Instead, it 
has generally regulated the labeling and advertisement of 
tobacco products, expressly providing that it is the policy 
of Congress that “commerce and the national economy 
may be . . . protected to the maximum extent consistent 
with” consumers “be[mg] adequately informed about any 
adverse health effects.” 15 U. S. C. §1331. Congress’ 
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decisions to regulate labeling and advertising and to adopt 
the express policy of protecting “commerce and the na¬ 
tional economy ... to the maximum extent” reveal its 
intent that tobacco products remain on the market. In¬ 
deed, the collective premise of these statutes is that ciga¬ 
rettes and smokeless tobacco will continue to be sold in the 
United*, States. A ban of tobacco products by the FDA 
woul<||plitfore plainly contradict congressional policy. 

TheT'DA apparently recognized this dilemma and con- 
cludefr^omewhat ironically, that tobacco products' are 
actuappiS^fe” within the meaning of the FDCA. In prom* 
ulgat^^. ^regulations, the agency conceded that “tobacco 
prodifi^S^ unsafe, as that term is conventionally under¬ 
stood .-^taTTed. Keg. 44412 (1996). Nonetheless, the FDA 
reasof^pf^at, in determining whether a device is safe 
^ndeiy p^gA ct. it must consider “not only the risks pre- 

f ‘ itefSya product but also any of the countervailing 
sct| oluge of that product, including the consequences 
no^perraitting the product to be marketed.” Id., at 
44415|§Mi|3. Applying this standard, the FDA found 
that, beclgpe of the high level of addiction among tobacco 
users,ptE&a would likely be “dangerous.” Id., at 44413. 
In papatifiutar, current tobacco users could suffer from 
extreme_ withdrawal, the health care system and available 
pharnRlimicals might not be able to meet the treatment 
demaitopslithose suffering from withdrawal, and a black 
marki^^ffiring cigarettes even more dangerous than 
those Currently sold legally would likely develop. Ibid. 
The FDA therefore concluded that, “while taking ciga¬ 
rettes and smokeless tobacco off the market could prevent 
some people from becoming addicted and reduce death and 
disease for others, the record does not establish that such 
a ban is the appropriate public health response under the 
act.” Id., at 44398. 

It may well be, as the FDA asserts, that “these factors 
must be considered when developing a regulatory scheme 
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that achieves the best public health result for. these prod¬ 
ucts,” Id., at 44413. But the FDA's judgment that leaving 
tobacco products on the market “is more effective in 
achieving public health goals than a ban/’ ibid., is no 
substitute for the specific safety determinations required 
by the FDCA’s various operative provisions. Several 
provisi^is in the Act require the FDA to determine that 
the prodpWjtsel/ is safe as used by consumers. That is, 
the prJauet’s probable therapeutic benefits must outweigh 
its rislfo&ha|in. See United States v. Rutherford, 442 Ul S., 
at 555 llfiilil Commissioner generally considers a drug safe 
when the expected therapeutic gain justifies the risk en¬ 
tailed pyjlK use ,> ). In contrast, the FDA's conception of 
safety allow the agency, with respect to each provi¬ 

sion of|$ipj^pCA that requires the agency to determine a 
produc e'll "sa fety'' or “dangerousness,” to compare the 
"a|gregi^l''''^fealth effects of alternative administrative 
j& ionafjhiB is a qualitatively different inquiry. Thus, 
afthou|P*ilt FDA has concluded that a ban would be 
“dange|p^!| it has not concluded that tobacco products 
are “safe *^a& t hat term is used throughout the Act. 

Cons|gllj21 U. S. C. §360c(a)(2), which specifies those 
factor sLthat the FDA may consider in determining the 
safety and ef|ectiveness of a device for purposes of classifi¬ 
cation, ppWifirmance standards, and premarket approval. 
For regulated by the FDA, there must at least 

be a “rba&mlble assurance of the safety and effectiveness 
of the See 21 U. S. C. §§360c(a)(l)(A)(i), (B), (C) 

(1994 ed. and Supp. Ill); 61 Fed. Reg. 44412 (1996). Title 
21 U. S. C. §360c(a)(2) provides that 

“the safety and effectiveness of a device are to be de¬ 
termined— 

“(A) with respect to the persons for whose use the 
device is represented or intended, 

“(B) with respect to the conditions of use prescribed, 
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recommended, or suggested in the labeling of the de¬ 
vice, and 

“(C) weighing any probable benefit to health from 
the use of the device against any probable risk of in¬ 
jury or illness from such use.” 

A straightforward reading of this provision dictates that 
the FfoAyimst weigh the probable therapeutic benefits of 
the djg^lirto the consumer against the probable risk of 
injury^.,Applied to tobacco products, the inquiry is whether 
their p unfit ted benefits—satisfying addiction, stimulation 
and slamroh, and weight control—outweigh the risks to 
healtb|ISM|$itheir use. To accommodate the FDA’s concep¬ 
tion o|g||j|g|% however, one must read “any probable bene¬ 
fit to Jiealti^’ to include the benefit to public health stem¬ 
ming ffrtiin®!adult consumers’ continued use of tobacco 
^■odu^^j^eu though the reduction of tobacco use is the 
mhisorij$&tre of the regulations. In other words, the FDA is 
^rced|^^a^tend that the very evil it seeks to combat is a 
"beneJoFto jnpalth.” This is implausible. 

conception of safety is also incompatible with 
the FD^^= ; misbranding provision. Again, §352(j) pro¬ 
vides product is “misbranded” if “it is dangerous to 

healthbwhen used in the dosage or manner, or with the 
frequency oy duration prescribed, recommended, or sug¬ 
gested^ in 'The labeling thereof.” According to the FDA’s 
under^Ppilig, a product would be "dangerous to health,” 
and tl^||fc§||e misbranded under §352(j), when, in com¬ 
parison to leaving the product on the market, a ban would 
not produce "adverse health consequences” in aggregate. 
Quite simply, these are different inquiries. Although 
banning a particular product might be detrimental to 
public health in aggregate, the product could still be "dan¬ 
gerous to health” when used as directed. Section 352(j) 
focuses on dangers to the consumer from use of the prod¬ 
uct, not those stemming from the agency’s remedial meas- 
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ures. 

Consequently, the analogy made by the FDA and the 
dissent to highly toxic drugs used in the treatment of 
various cancers is unpersuasive. See 61 Fed. Reg. 44413 
(1996); post, at 17 (opinion of BrEYEK, J.). Although “dan¬ 
gerous” in some sense, these drugs are safe within the 
of, the Act because, for certain patients, the 
)enefits outweigh the risk of harm. Accord- 
jucHjlrugs cannot properly be described as “danger- 
under 21 U. S. C. §3520. The same is not 
$cco products. As the FDA has documented in 
cigarettes and smokeless tobacco are an 
£S to obtaining any pharmacological effect, 
it contends that our conclusion means that 
Requires the FDA to ban outright ‘dangerous’ 
Lees,” post, at 14, and that this is a “perverse” 
le statute, id., at 14, 21. This misunderstands 
The FDA, consistent with the FDCA, may 
ite many “dangerous” products without ban- 
|Indeed, virtually every drug or device poses 
it certain conditions. What the FDA may not 
that a drug or device cannot be used safely 
•apeutic purpose and yet, at the same time, 
>duct to remain on the market. Such regula- 
lpatible with the FDCA’s core objective of 
every drug or device is safe and effective, 
the FDCA as a whole, it is clear that Con- 
Id to exclude tobacco products from the FDA’s 
A fundamental precept of the FDCA is that 
any product regulated by the FDA—but not banned—must 
be safe for its intended use. Various provisions of the Act 
make clear that this refers to the safety of using the prod¬ 
uct to obtain its intended effects, not the public health 
ramifications of alternative administrative actions by the 
FDA. That is, the FDA must determine that there is a 
reasonable assurance that the product’s therapeutic bene- 
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fits outweigh the risk of harm to the consumer. According 
to this standard, the FDA has concluded that, although 
tobacco products might be effective in delivering certain 
pharmacological effects, they are “unsafe" and “dangerous” 
when used for these purposes. Consequently, if tobacco 
products were within the FDA’s jurisdiction, the Act would 
DA to remove them from the market entirely, 
ould contradict Congress’ clear intent as ex¬ 
its more recent, tobacco-specific legislation, 
able conclusion is that there is no room for 
ucts within the FDCA's regulatory scheme. If 
be used safely for any therapeutic purpose, 
cannot be banned, they simply do not fit. 

B 

fining whether Congress has spoken directly to 
authority to regulate tobacco, we must also 
greater detail the tobacco-specific legislation 
|ss has enacted over the past 35 years. At the 
ite is enacted, it may have a range of plausible 
>ver time, however, subsequent acts can shape 
>se meanings. The “classic judicial task of 
,many laws enacted over time, and getting 
ze sense’ in combination, necessarily assumes 
)lications of a statute may be altered by the 
of a later statute.” United States v. Fausto, 
453. This is particularly so where the scope 
of the’earlier statute is broad but the subsequent statutes 
more specifically address the topic at hand. As we recog¬ 
nized recently in United States v. Estate of Romani, “a 
specific policy embodied in a later federal statute should 
control our construction of the [earlier] statute, even 
though it ha[sj not been expressly amended ” 523 U. S., at 
530-531. 

Congress has enacted six separate pieces of legislation 
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since 1965 addressing the problem of tobacco use and 
human health. See supra, at 14. Those statutes, among 
other things, require that health warnings appear on all 
packaging and in all print and outdoor advertisements, 
see 15 U. S. C. §§1331, 1333, 4402; prohibit the adver- 
tisement of tobacco products through “any medium of 
electronic communication” subject to regulation by the 
Feder^^^imunications Commission (FCC), see §§1335, 
4402(rh require the Secretary of Health and Human Serv¬ 
ices Cpf^Jto report every three years to Congress on 
reseai^P^dings concerning “the addictive property of 
tobacc^. Jp U. S. C. §290aa-2(b)(2); and make States’ 
receipG jKjr tain federal block grants contingent on their 
making!?Unlawful “for any manufacturer, retailer, or 
<hstrilfil|^if)f tobacco products to sell or distribute any 
gch to any individual under the age of 18,” 

^ In each statute, Congress has acted against the 

TfockdTC?frar%he FDA’s consistent and repeated statements 
that authority under the FDCA to regulate to¬ 

bacco abggpt claims of therapeutic benefit by the manufac¬ 
turer. jpIlOsict, on several occasions over this period, and 
after tj*&*health consequences of tobacco use and nicotine's 
pharmacological effects had become well known, Congress 

considRISRand rejected bills that would have granted the 
FDA ^^^^risdiction. Under these circumstances, it is 
eviden t Ihat Congress’ tobacco-specific statutes have 
effectit^^Thtified the FDA’s long-held position that it 
lacks jurisdiction under the FDCA to regulate tobacco 
products. Congress has created a distinct regulatory 
scheme to address the problem of tobacco and health, and 
that scheme, as presently constructed, precludes any role 
for the FDA. 

On January 11, 1964, the Surgeon General released the 
report of the Advisory Committee on Smoking and Health. 
That report documented the deleterious health effects of 
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smoking in great detail, concluding, in relevant part, “that 
cigarette smoking contributes substantially to mortality 
from certain specific diseases and to the overall death 
rate," 1964 Surgeon General’s Report 31. It also identi¬ 
fied the pharmacological effects of nicotine, including 
“stimulation,” “tranquilization,” and “suppression of appe¬ 
tite.74—75. Seven days after the report’s release, 
the E&diftd Trade Commission (FTC) issued a notice of 
proplsed ^rulemaking, see 29 Fed. Reg. 530-532 (1964), 
and fm#uqe 1964, the FTC promulgated a final rule re- 
quirill^l^rette manufacturers “to disclose, clearly and 
promgrang^r, in all advertising and on every pack, box, 
carto lujEe ther container . . . that cigarette smoking is 
dangerouslo health and may cause death from cancer and 
otheip^Wses,” id., at 8325. The rule was to become 
fffecto ^jah uary 1, 1965, but, on a request from Congress, 
Ihe postponed enforcement for six months. See Cipol- 
|one ' FBieee tt Group, Inc., 505 U. S. 504, 513-514 (1992). 

^ In jrelpSise to the Surgeon General’s report and the 
FTC’|gpis§l|>sed rule, Congress convened hearings to con¬ 
sider lejgijjtation addressing “the tobacco problem.” 1964 
Hearp^J,! During those deliberations, FDA representa¬ 
tives ^testified before Congress that the agency lacked 
juriscjictionjunder the FDCA to regulate tobacco products. 
SurgJWWneral Terry was asked during hearings in 1964 
whetltepl^W had the “authority to brand or label the 
package^j: cigarettes or to control the advertising there.” 
Id., arSffThe Surgeon General stated that “we do not 
have such authority in existing laws governing the ... 
Food and Drug Administration.” Ibid. Similarly, FDA 
Deputy Commissioner Rankin testified in 1965 that “[t]he 
Food and Drug Administration has no jurisdiction under 
the Food, Drug, and Cosmetic Act over tobacco, unless it 
bears drug claims.” Cigarette Labeling and Advertising— 
1965: Hearings on H. R. 2248 before the House Committee 
on Interstate and Foreign Commerce, 89th Cong., 1st 
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Sess., 193 (hereinafter 1965 Hearings). See also Letter to 
Directors of Bureaus, Divisions and Directors of Districts 
from FDA Bureau of Enforcement (May 24, 1963), in 1972 
Hearings 240 (“(TJobacoo marketed for chewing or smok¬ 
ing without accompanying therapeutic claims, does not 
meet the definitions in the Food, Drug, and Cosmetic Act 
for fo^4 drug, device or cosmetic”). In fact, HEW Secre¬ 
tary (ge||il^zze urged Congress not to amend the FDCA to 
covernsmoking products” because, in light of the findings 
ion General’s report, such a “provision might 
jly outlaw at least cigarettes. This would be 
fwhat, we understand, is intended or what, in 
our experience with the 18th amendment, 
:eptable to the American people.” 1964 Hear- 
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disavowal of jurisdiction was consistent with 
that it had taken since the agency's inception, 
concedes, it never asserted authority to regu- 
products as customarily marketed until it 
the regulations at issue here. See Brief for 
7; see also Brief for Appellee (FDA) in Action 
on Sr^^kg and Health v. Harris, 655 F. 2d 236 (CADC 
1980)|iLakec. in No. 97-1604 (CA4), Tab No. 4, pp. 14- 
lb (“In the|73 years since the enactment of the original 
Food fiiPlfrug Act, and in the 41 years since the promul- 
gatior^A^e modern Food, Drug, and Cosmetic Act, the 
FDA fcjJrep eatedly informed Congress that cigarettes are 
beyon MSffins cop e of the statute absent health claims es¬ 
tablishing a therapeutic intent on behalf of the manufac¬ 
turer or vendor”). 

The FDA’s position was also consistent with Congress’ 
specific intent when it enacted the FDCA. Before the Act’s 
adoption in 1938, the FDA’s predecessor agency, the Bu¬ 
reau of Chemistry, announced that it lacked authority to 
regulate tobacco products under the Pure Food and Drug 
Act of 1906, ch. 3915, 34 Stat. 768, unless they were raar- 
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keted with therapeutic claims. See U. S. Dept, of Agricul¬ 
ture, Bureau of Chemistry, 13 Service and Regulatory 
Announcements 24 (Apr. 1914) (Feb. 1914 Announcements 
1113, Opinion of Chief of Bureau C. L. Alsberg). In 1929, 
Congress considered and rejected a bill "[t]o amend the 
Food and Drugs Act of June 30, 1906, by extending its 
provis&qps tp tobacco and tobacco products.” S. 1468, 71st 
Cong.^||Pl|ess., 1. See also 71 Cong. Rec. 2589 (1929) 
(remarks of Sen. Smoot). And, as the FDA admits, there is 
se^in the text of the FDCA or its legislative his- 
igress in 1938 even considered the applicabil- 
to tobacco products. See Brief for Petitioners 
'en the economic and political significance of 
industry at the time, it is extremely unlikely 
is could have intended to place tobacco within 
the FDCA absent any discussion of the mat- 
^cohrse, whether the Congress that enacted the 
ically intended the Act to cover tobacco prod- 
Jterminative; “it is ultimately the provisions of 
ier than the principal concerns of our legists- 
:h we are governed.” Oncale v. Sundowner 
rices, Inc., 523 U. S. 75, 79 (1998); see also TVA 
Jp. S. 153, 185 (1978) (“It is not for us to specu- 
>s act, on whether Congress would have altered 
id the specific events of this case been antici- 
letheless, this intent is certainly relevant to 
ig the basis for the FDA’s representations to 
id the background against which Congress 
enacted subsequent tobacco-specific legislation. 

Moreover, before enacting the FCLAA in 1965, Congress 
considered and rejected several proposals to give the FDA 
the authority to regulate tobacco. In April 1963, Repre¬ 
sentative Udall introduced a bill "(t]o amend the Federal 
Food, Drug, and Cosmetic Act 60 as to make that Act 
applicable to smoking products.” H. R. 5973, 88th Cong., 
1st Sess., 1. Two months later, Senator Moss introduced 
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an identical bill in the Senate. S. 1682, 88th Cong., 1st 
Sess. (1963). In discussing his proposal on the Senate 
floor, Senator Moss explained that “this amendment sim¬ 
ply places smoking products under FDA jurisdiction, along 
with foods, drugs, and cosmetics.” 109 Cong. Kec. 10322 
(1963). In December 1963, Representative Rhodes intro¬ 
duced Nqothyer bill that would have amended the FDCA 
“by stri^lppbut ‘food, drug, device, or cosmetic, each place 
where nt appears therein and inserting in lieu thereof 
‘food, Jevice, cosmetic, or smoking product.’” H. R. 
9512, 1st Sess., §3 (1963). And in January 

1965, months before passage of the FCLAA, Represen- 
tative Jyd||^ again introduced a bill to amend the FDCA 
“to mapte unit Act applicable to smoking products.” H. R. 
2248, lillpitong., 1st Sess., 1. None of these proposals 


^jCongmgs ultimately decided in 1965 to subject tobacco 
gj^ode less extensive regulatory scheme of the 
PCLAAfwmfeh created a “comprehensive Federal program 
to dea^W^ cigarette labeling and advertising with re¬ 
spect to J|i$£ relationship between smoking and health.” 
Pub. L^K^2, §2, 79 Stat. 282. The FCLAA rejected any 
regula|ioaa.-.vpf advertising, but it required the warning, 
“Cautign: Cigarette Smoking May Be Hazardous to Your 
Healthl^ff^ppear on all cigarette packages. Id., §4, 79 
Stat. 2|§!^p$ih the Act’s “Declaration of Policy,” Congress 
stated ^M|yts objective was to balance the goals of en¬ 
suring the public may be adequately informed that 

cigarette smoking may be hazardous to health” and pro¬ 
tecting “commerce and the national economy ... to the 
maximum extent.” Id., §2, 79 Stat. 282 (codified at 15 
U. S. C. §1331). 

Not only did Congress reject the proposals to grant the 
FDA jurisdiction, but it explicitly preempted any other 
regulation of cigarette labeling: “No statement relating to 
smoking and health, other than the statement required by 
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.. . this Act, shall be required on any cigarette package.” 
Id., §5(a), 79 Stat. 283. The regulation of product labeling, 
however, is an integral aspect of the FDCA, both as it 
existed in 1965 and today. The labeling requirements 
currently imposed by the FDCA, which are essentially 
identical to those in force in 1965, require the FDA to 
regular the labeling of drugs and devices to protect the 
safety^|i»umers. See 21 U. S. C. §352; 21 U. S. C. §352 
(1964 hid. ^nd Supp. IV). As discussed earlier, the Act 
it all products bear "adequate directions for 
ire necessary for the protection of users,” 21 

5(f)(1); 21 U. S. C. §352(0(1) (1964 ed.); re- 

all products provide "adequate warnings 
jin those pathological conditions or by children 
ie may be dangerous to health,” 21 U. S. C. 

U. S. C. §352(0(2) (1964 ed.); and deems a 
>randed “[i]f it is dangerous to health when 
sdosage or manner, or with the frequency or 
ascribed, recommended, or suggested in the 

reof,” 21 U. S. C. §352(j); 21 U. S. C. §352(j) 
this sense, the FCLAA was—and remains— 
with FDA regulation of tobacco products, 
say that the FCLAA’s preemption provision 
;ssarily foreclosed FDA jurisdiction. See 
Aggett Group, Inc., 505 U. S., at 51&-519. But 
jjortant factor in assessing whether Congress 
tgency’s position—that is, whether Congress 
latory approach to the problem of tobacco and 
health that contemplated no role for the FDA. 

Further, the FCLAA evidences Congress’ intent to pre¬ 
clude any administrative agency from exercising signifi¬ 
cant policymaking authority on the subject of smoking and 
health. In addition to prohibiting any additional require¬ 
ments for cigarette labeling, the FCLAA provided that 
“[n]o statement relating to smoking and health shall be 
required in the advertising of any cigarettes the packages 
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of which are labeled in conformity with the provisions of 
this Act.” Pub. L. 89-92, §5(b), 79 Stat. 283. Thus, in 
reaction to the FTC’s attempt to regulate cigarette label* 
ing and advertising, Congress enacted a statute reserving 
exclusive control over both subjects to itself. 

Subsequent tobacco-specific legislation followed a simi¬ 
lar pgfctffiifr By the FCLAA's own terms, the prohibition 
on ai^^^Mtional cigarette labeling or advertising regula¬ 
tions delating to smoking and health was to expire July 1, 
1969 | ~S| |y§10, 79 Stat. 284. In anticipation of the provi- 
sion’^BIfSIation, both the FCC and the FTC proposed 
rules|£&|gpning the advertisement of cigarettes. See 34 
Fed. pjy^||.959 (1969) (FCC proposed rule to “ban the 
broadcast of cigarette commercials by radio and television 
statidWff|f%c£., at 7917 (FTC proposed rule requiring 
gpani^^^^ers to disclose on all packaging and in all print 
^idver^^ng ‘“that cigarette smoking is dangerous to 
^ealtfLa||||may cause death from cancer, coronary heart 
disease, 'cn|onic bronchitis, pulmonary emphysema, and 
other^^^^es’”). After debating the proper role for ad- 
ministra|^e agencies in the regulation of tobacco, see 
geneiBSy^^igarette Labeling and Advertising—1969: 
HearfergsHb^fore the House Committee on Interstate and 
Foreim^kglnmerce, 91st Cong., 1st Sess., pt. 2 (1969), 
Congress amended the FCLAA by banning cigarette ad- 
verti^illlilils “on any medium of electronic communication 
subje fefca& ^fche jurisdiction of the Federal Communications 
Commission” and strengthening the warning required to 
appear on cigarette packages. Public Health Cigarette 
Smoking Act of 1969, Pub. L. 91-222, §§4, 6, 84 Stat. 88- 
89. Importantly, Congress extended indefinitely the prohi¬ 
bition on an}' other regulation of cigarette labeling with 
respect to smoking and health (again despite the impor¬ 
tance of labeling regulation under the FDCA). §5(a), 84 
Stat. 88 (codified at 15 U. S. C. § 1334(a)). Moreover, it 
expressly forbade the FTC from taking any action on its 
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pending rule until July I, 1971, and it required the FTC, if 
it decided to proceed with its rule thereafter, to notify 
Congress at least six months in advance of the rule’s 
becoming effective. §7(a), 84 Stat, 89. As the chairman of 
the House committee in which the bill originated stated, 
“the Congress-—the body elected by the people—must 
olicy determinations involved in this legisla- 
ot some agency made up of appointed officials.” 
ee, 7920 (1970) (remarks of Rep. Staggers), 
rs later, after Congress had transferred the 
regulate substances covered by the Hazardous 
Act (HSA) from the FDA to the Consumer 
fety Commission (CPSC), the American Public 
ciation, joined by Senator Moss, petitioned the 
gulate cigarettes yielding more than 21 milli- 
r. See Action on Smoking and Health v. Har - 
d 236, 241 (CADC 1980); R. Kluger, Ashes to 
376 (1996). After the CPSC determined that it 
ority under the HSA to regulate cigarettes, a 
rt held that the Act did, in fact, grant the 
jurisdiction and ordered it to reexamine the 
e American Public Health Association v. Con¬ 
sumer-Product Safety Commission, [1972-1975 Transfer 
Bind^^^^H Consumer Prod. Safety Guide ^75,081 (DC 
1975||~ vacated as moot, No. 75-1863 (CADC 1976). Before 
the PPPil could take any action, however, Congress 
moot^y^^ issue by adopting legislation that eliminated 
the agency s authority to regulate “tobacco and tobacco 
products.” Consumer Product Safety Commission Im¬ 
provements Act of 1976, Pub. L. 94-284, §3(c), 90 Stat. 503 
(codified at 15 U. S. C. § 1261(f)(2)). Senator Moss ac¬ 
knowledged that the “legislation, in effect, reverse[d]” the 
District Court’s decision, 121 Cong. Rec. 23563 (1975), and 
the FDA later observed that the episode was “particularly” 
"indicative of the policy of Congress to limit the regulatory 
authority over cigarettes by Federal Agencies,” Letter to 
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Action on Smoking and Health (ASH) Executive Director 
Banzhaf from FDA Commissioner Goyan (Nov. 25, 1980), 
App. 59. A separate statement in the Senate Report un¬ 
derscored that the legislation’s purpose was to “unmis¬ 
takably reaffirm the clear mandate of the Congress that 
the basic regulation of tobacco and tobacco products is 
goveh*qd by the legislation dealing with the subject, . . . 
and |||$BP|my further regulation in this sensitive and 
complex area must be reserved for specific Congressional 
actic^%^Rep. No. 94—251, p. 43 (1975) (additional mews 
of Se^rt^rtke, Holdings, Ford, Stevens, and Beall). 

MepnwMle, the FDA continued to maintain that it 
lack^3^^sdiction under the FDCA to regulate tobacco 
prod8cts^a| customarily marketed. In 1972, FDA Com- 
miss^lp^^dwards testified before Congress that “ciga- 
l-ettefe^^^^nmended for smoking pleasure are beyond the 
jpedeig*Tck)d, Drug, and Cosmetic Act.” 1972 Hearings 
gp39, further stated that the FDA believed that 

the fTBflcjHealth Cigarette Smoking Act “demonstrates 
that ||pPi|gulation of cigarettes is to be the domain of 
Congrej|p*and that “labeling or banning cigarettes is a 
step pit«£fui be take[n] only by the Congress. Any such 
movd^^-FDA would be inconsistent with the clear con¬ 
gressmenalihtent.” Ibid. 

In ASH filed a citizen petition requesting that the 
FDA cigarettes, citing many of the same grounds 

that mj&Luated the FDA’s rulemaking here. See Citizen 
PetitffirNl- 77P-0185 (May 26, 1977), 10 Rec. in No. 97- 
1604 (CA4), Tab No. 22, pp. 1-10. ASH asserted that 
nicotine was highly addictive and had strong physiological 
effects on the body; that those effects were “intended" 
because consumers use tobacco products precisely to ob¬ 
tain those effects; and that tobacco causes thousands of 
premature deaths annually. Ibid. In denying ASH's 
petition, FDA Commissioner Kennedy stated that “[t]he 
interpretation of the Act by FDA consistently has been 
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that cigarettes are not a drug unless health claims are 
made by the vendors.*’ Letter to ASH Executive Director 
Banzhaf (Dec. 5, 1977), App. 47. After the matter pro¬ 
ceeded to litigation, the FDA argued in its brief to the 
Court of Appeals that “cigarettes are not comprehended 
within the statutory definition of the term ‘drug’ absent 
objedfY£ evidence that vendors represent or intend that 
their|^^Kcts be used as a drug.” Brief for Appellee in 
Action onjsmoking and Health v. Harris, 655 F. 2d 236 
(CAlfe^O), 9 Rec. in No. 97-1604 (CA4), Tab No. 4, pp. 
27~2§rtP8s FDA also contended that Congress had “long 
beenugwagfe that the FDA does not consider cigarettes to 
be regulatory authority in the absence of health 

clainfsmaqe on behalf of the manufacturer or vendor,” and 
Lse “Congress has never acted to disturb the 
|terpretation,” it had “acquiesced in the FDA’s 
ion of the statutory limits on its authority to 
jarettes." Id., at 23, 27, n. 23. The Court of 
^held the FDA’s position, concluding that “[i]f 
requires expansion, that is the job of Con- 
ition on Smoking and Health v. Harris , 655 
13. In 1980, the FDA also denied a request by 
imence rulemaking proceedings to establish the 
*isdiction to regulate cigarettes as devices. See 
ASH Executive Director Banzhaf from FDA 
ler Goyan (Nov. 25, 1980), App. 50-51. The 
id that “[ijnsofar as rulemaking would relate 
or attached filters as customarily marketed, 
we have concluded that FDA has no jurisdiction under 
section 201(h) of the Act [21 U. S. C. §321(h)) ” Id., at 67. 

In 1983, Congress again considered legislation on the 
subject of smoking and health. HHS Assistant Secretary 
Brandt testified that, in addition to being “a major cause 
of cancer,” smoking is a "major cause of heart disease” and 
other serious illnesses, and can result in “unfavorable 
pregnancy outcomes.” 1983 House Hearings 19-20. He 
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also stated that it was “well-established that cigarette 
smoking is a drug dependence, and that smoking is addic¬ 
tive for many people.” Id., at 20. Nonetheless, Assistant 
Secretary Brandt maintained that “the issue of regulation 
of tobacco ... is something that Congress has reserved to 
itself, and we do not within the Department have the 
regulate nor are we seeking such authority.” 
e also testified before the Senate, stating that, 
evidence of tobacco’s health effects and addic- 
e Department’s view was that “Congress has 
e responsibility of regulating . . . cigarettes.” 
revention and Education Act: Hearings on 
e the Senate Committee on Labor and Human 
Rest 98th Cong., 1st Sess,, 56 (1983) (hereinafter 

Hearings). 

his backdrop, Congress enacted three addi- 
cco-specific statutes over the next four years 
entally expanded its regulatory scheme for 
ducts. In 1983, Congress adopted the Alcohol 
buse Amendments, Pub. L. 98—24, 97 Stat. 175 
42 U. S. C. §290aa et seq.), which require the 
f HHS to report to Congress every three years 
ctive property of tobacco” and to include rec- 
ns for action that the Secretary may deem 
A year later, Congress enacted the Compre- 
oking Education Act, Pub. L. 98-474, 98 Stat. 
amended the FCLAA by again modifying the 
arning. Notably, during debate on the Senate 
floor, Senator Hawkins argued that the Act was necessary 
in part because “[ujnder the Food, Drug and Cosmetic Act, 
the Congress exempted tobacco products.” 130 Cong. Rec. 
26953 (1984). And in 1986, Congress enacted the Com¬ 
prehensive Smokeless Tobacco Health Education Act of 
1986 (CSTHEA), Pub. L. 99-252, 100 Stat. 30 (codified at 
15 U. S. C. §4401 et seq.), which essentially extended the 
regulatory provisions of the FCLAA to smokeless tobacco 
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products. Like the FCLAA, the CSTHEA provided that 
“[n]o statement relating to the use of smokeless tobacco 
products and health, other than the statements required 
by [the Act], shall be required by any Federal agency to 
appear on any package ... of a smokeless tobacco prod¬ 
uct.” §7(a), 100 Stat. 34 (codified at 15 U. S. C. §4406(a)). 
Thus.^s with cigarettes. Congress reserved for itself an 
^okeless tobacco regulation that is particularly 
intjto the FDCA’s regulatory scheme. 

ie Surgeon General released a report summa- 
ibundant scientific literature demonstrating 
[■ettes and other forms of tobacco are addict- 
fchat ‘‘nicotine is psychoactive” and “causes 
)endence characterized by a withdrawal syn- 
usually accompanies nicotine abstinence” 
>n General's Report 14. The report further 
iat the “pharmacologic and behavioral proc- 
jtermine tobacco addiction are similar to those 
ine addiction to drugs such as heroin and 
at 15. In the same year, FDA Commissioner 
£d before Congress that “it doesn’t look like it is 
regulate [tobacco] under the Food, Drug and 
Let even though smoking, I think, has been 
jnized as being harmful to human health.” 
lopment, Agriculture, and Related Agencies 
>ns for 1989: Hearings before a Subcommittee 
Committee on Appropriations, 100th Cong., 
)9 (1988). At the same hearing, the FDA l e 
General Counsel testified that “what is fairly important in 
FDA law is whether a product has a therapeutic purpose,” 
and “[c]igarettes themselves are not used for a therapeutic 
purpose as that concept is ordinarily understood.” Id., at 
410. Between 1987 and 1989, Congress considered three 
more bills that would have amended the FDCA to grant 
the FDA jurisdiction to regulate tobacco products. See 
H. R. 3294, 100th Cong., 1st Sess. (1987); H. R. 1494, 
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101st Cong., 1st Sess. (1989); S. 769, 101st Cong., 1st Sess. 
(1989). As before. Congress rejected the proposals. In 
1992, Congress instead adopted the Alcohol, Drug Abuse, 
and Mental Health Administration Reorganization Act, 
Pub. L. 102-321, §202, 106 Stat. 394 (codified at 42 
U. S. C. §300x et seq.), which creates incentives for States 
the retail sale of tobacco products by making 
pt of certain block grants contingent on their 
the sale of tobacco products to minors, 
ether, these actions by Congress over the past 
eclude an interpretation of the FDCA that 
DA jurisdiction to regulate tobacco products, 
ely on Congress' failure to acW-its consider a* 
ction of bills that would have given the FDA 
—in reaching this conclusion. Indeed, this is 
simple inaction by Congress that purportedly 
5 acquiescence in an agency’s position. To the 
ngress has enacted several statutes address- 
Icular subject of tobacco and health, creating a 
atory scheme for cigarettes and smokeless 
doing so, Congress has been aware of tobacco’s 
ds and its pharmacological effects. It has also 
legislation against the background of the FDA 
nd consistently asserting that it lacks juris- 
er the FDCA to regulate tobacco products as 
marketed. Further, Congress has persistently 
;lude a meaningful role for any administrative 
aking policy on the subject of tobacco and 
Moreover, the substance of Congress’ regulatory 
is, in an important respect, incompatible with 
FDA jurisdiction. Although the supervision of product 
labeling to protect consumer health is a substantial com¬ 
ponent of the FDA’s regulation of drugs and devices, see 
21 U. S. C. §352 (1994 ed. and Supp. Ill), the FCLAA and 
the CSTHEA explicitly prohibit any federal agency from 

imposing any health-related labeling requirements on 



repea 
dictio 
custo 
acted \ 
agen 
health, 
scheme 



* 9 * 


hrac//l eg acy. I i b ra ry. u csf. < 


fw.industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1379 





34 


PDA i>. BROWN & WILLIAMSON TOBACCO CORP. 


Opinion of the Court 

cigarettes or smokeless tobacco products, see 15 U. S C. 
§§ 1334(a), 4406(a). 

Under these circumstances, it is clear that Congress' 
tobacco-specific legislation has effectively ratified the 
FDA’s previous position that it lacks jurisdiction to regu¬ 
late tobacco. As in Bob Jones Univ. v. United States, 461 
U. S. §94,(1983), “[i]t is hardly conceivable that Congress— 
and inyMPfttting, any Member of Congress—was not abun- 
dantlyjaware of what was going on.” Id., at 600-601. Con- 
f^lfirmatively acted to address the issue of to- 
fealth, relying on the representations of the 
ih&d no authority to regulate tobacco. It has 
jtinet scheme to regulate the sale of tobacco 
focused on labeling and advertising, and prem- 
|belief that the FDA lacks such jurisdiction 
>CA. As a result, Congress’ tobacco-specific 
dude the FDA from regulating tobacco prod- 
larily marketed. 

Ihe dissent takes issue with our discussion of 
tange in position, post, at 26-29, our conclu- 
rely on the fact that the FDA’s assertion of 
Represents a sharp break with its prior inter- 
the FDCA. Certainly, an agency’s initial 
of a statute that it is charged with adminis- 
‘ “carved in stone.” Chevron, 467 U. S., at 863; 
fey v. Citibank (South Dakota), N. A., 517 U. S. 
>6). As we recognized in Motor Vehicle Mfrs . 
id States, Inc. v. State Farm Mut. Automobile 
Ins. Co., 463 U. S. 29 (1983), agencies “must be given ample 
latitude to ‘adapt their rules and policies to the demands of 
changing circumstances.’” Id., at 42 (quoting Permian 
Basin Area Rate Cases, 390 U. S. 747, 784 (1968)). The 
consistency of the FDA’s prior position is significant in 
this case for a different reason: it provides important 
context to Congress’ enactment of its tobacco-specific 
legislation. When the FDA repeatedly informed Congress 
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that the FDCA does not grant it the authority to regulate 
tobacco products, its statements were consistent with the 
agency’s unwavering position since its inception, and with 
the position that its predecessor agency had first taken in 
1914. Although not crucial, the consistency of the FDA’s 
prior position bolsters the conclusion that when Congress 
a distinct regulatory scheme addressing the sub- 
ieco and health, it understood that the FDA is 

S ris diction to regulate tobacco products and 
t position. 

mt also argues that the proper inference to be 
Congress’ tobacco-specific legislation is “criti- 
mlent.” Post, at 22. We disagree. In that 
;atutes, Congress crafted a specific legislative 
the problem of tobacco and health, and it did 
understanding, based on repeated assertions 
, that the agency has no authority under the 
regulate tobacco products. Moreover, Congress 
preempted any other regulation of the labeling 
moducts concerning their health consequences, 
gh the oversight of labeling is central to the 
Jegulatory scheme. And in addressing the subject, 
consistently evidenced its intent to preclude any 
|ncy from exercising significant policymaking 
In the area. Under these circumstances, we 
ippropriate inference—that Congress intended 
e FDA’s prior position that it lacks jurisdic- 
listakable. 

The dissent alternatively argues that, even if Congress’ 
subsequent tobacco-specific legislation did, in fact, ratify 
the FDA’s position, that position was merely a contingent 
disavowal of jurisdiction. Specifically, the dissent con¬ 
tends that “the FDA’s traditional view was largely prem¬ 
ised on a perceived inability to prove the necessary statu¬ 
tory 'intent’ requirement.” Post, at 30. A fair reading of 
the FDA’s representations prior to 1995, however, demon- 
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strates that the agency’s position was essentially uncondi¬ 
tional. See, e.g., 1972 Hearings 239, 242 (statement of 
Commissioner Edwards) (“ [Regulation of cigarettes is to 
be the domain of Congress," and “[a}ny such move by FDA 
would be inconsistent with the clear congressional in¬ 
tent”); 1983 House Hearings 74 (statement of Assistant 
andt) ("[TJhe issue of regulation of tobacco . . . 

that Congress has reserved to itself’); 1983 
rings 56 (statement of Assistant Secretary 
Bran Congress has assumed the responsibility of 

. . cigarettes”); Brief for Appellee in Action on 
j kd Health v. Harris, 655 F. 2d 236 (CADC 
in No. 97-1604 (CA4), Tab No. 4, pp. 27, n. 
“Congress has never acted to disturb the 
rpretation,” it “acquiesced in the FDA’s inter- 
To the extent the agency’s position could be 
d as equivocal, it was only with respect to the 
hed exception of when the manufacturer 
ss claims of therapeutic benefit. See, e.g., 
gs 193 (statement of Deputy Commissioner 
e Food and Drug Administration has no 
ba|under the Food, Drug, and Cosmetic Act over 
tobacq^v^unless it bears drug claims”); Letter to ASH Ex¬ 
ecutive Director Banzhaf from FDA Commissioner Ken¬ 
nedy ffflHKT, 1977), App. 47 (“The interpretation of the Act 
by FI|^psg|sistently has been that cigarettes are not a 
drug |mJ|B|| health claims are made by the vendors”); 
Le tterfoASH Executive Director Banzhaf from FDA 
Commissioner Goyan (Nov. 25, 1980), App. 67 (“Insofar as 
rulemaking would relate to cigarettes or attached filters 
as customarily marketed, we have concluded that FDA has 
no jurisdiction”). Thus, what Congress ratified was the 
FDA’s plain and resolute position that the FDCA gives the 
agency no authority to regulate tobacco products as cus¬ 
tomarily marketed. 
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Finally, our inquiry into whether Congress has directly 
spoken to the precise question at issue is shaped, at least 
in some measure, by the nature of the question presented. 
Deference under Chevron to an agency’s construction of a 
statute that it administers is premised on the theory that 
ambiguity constitutes an implicit delegation 
ess to the agency to fill in the statutory gaps. 
n, 467 U. S., at 844. In extraordinary cases, 
ere may be reason to hesitate before conclud- 
ngress has intended such an implicit delega- 
eyer, Judicial Review of Questions of Law and 
dmin. L. Rev. 363, 370 (1986) (“A court may 
ether the legal question is an important one. 
more likely to have focused upon, and an- 
or questions, while leaving interstitial matters 
r themselves in the course of the statute’s daily 
ion”). 

irdly an ordinary case. Contrary to its rep re- 
Congress since 1914, the FDA has now as- 
diction to regulate an industry constituting a 
ortion of the American economy. In fact, the 
ds that, were it to determine that tobacco 
vide no “reasonable assurance of safety," it 
ave,: the authority to ban cigarettes and smokeless 
rely. See Brief for Petitioners 35—36; Reply 
titioners 14. Owing to it6 unique place ip 
American history and society, tobacco has its own unique 
political history. Congress, for better or for worse, has 
created a distinct regulatory scheme for tobacco products, 
squarely rejected proposals to give the FDA jurisdiction 
over tobacco, and repeatedly acted to preclude any agency 
from exercising significant policymaking authority in the 
area. Given this history and the breadth of the authority 
that the FDA has asserted, we are obliged to defer not to 
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the agency’s expansive construction of the statute, but to 
Congress’ consistent judgment to deny the FDA this 
power. 

Our decision in MCI Telecommunications Corp. v. 
American Telephone & Telegraph Co., 612 U. S. 218 
(1994), is instructive. That case involved the proper con- 
6trudfck>|i of the term “modify” in §203(b) of the Com muni- 
catiog^PRlof 1934. The FCC contended that, because the 
Act l^ve^t the discretion to “modify any requirement” 
impo|e^u|ider the statute, it therefore possessed the 
render voluntary the otherwise mandatory 
it that long distance carriers file their rates. 

We rejected the FCC’s construction, finding 
jghtest doubt” that Congress had directly spo- 
[uestion. Id., at 228. In reasoning even more 
re concluded that “[i]t is highly unlikely that 
would leave the determination of whether an 
fill be entirely, or even substantially, rate- 
agency discretion—and even more unlikely 
Id achieve that through such a subtle device as 
to ‘modify’ rate-filing requirements.” Id., at 

?J, we are confident that Congress could not 
led to delegate a decision of such economic and 
fnificance to an agency in so cryptic a fashion, 
the FDA has the authority to regulate tobacco 
le must not only adopt an extremely strained 
understanding of “safety” as it is used throughout the 
Act—a concept central to the FDCA’s regulatory scheme— 
but also ignore the plain implication of Congress’ subse¬ 
quent tobacco-specific legislation. It is therefore clear, 
based on the FDCA’s overall regulatory scheme and the 
subsequent tobacco legislation, that Congress has directly 
spoken to the question at issue and precluded the FDA 
from regulating tobacco products. 
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By no means do we question the seriousness of the 
problem that the FDA has sought to address. The agency 
has amply demonstrated that tobacco use, particularly 
among children and adolescents, poses perhaps the single 
most significant threat to public health in the United 


Stat 



Nonetheless, no matter how “important, conspicu* 
>ntroversial” the issue, and regardless of how 
public is to hold the Executive Branch politically 
post, at 31, an administrative agency’s power 
the public interest must always be grounded 
"ant of authority from Congress. And u, [i]n our 
effectuate the congressional purpose of pro- 
ie^ public, we must take care not to extend the 
statute beyond the point where Congress 
would stop.’” United States v. Article of Drug ... 
sk, 394 U. S. 784, 800 (1969) (quoting 62 Cases 
ited States, 340 U. S. 593, 600 (1951)). Reading 
Is a whole, as well as in conjunction with Con- 
quent tobacco-specific legislation, it is plain 
ss has not given the FDA the authority that it 
rcise here. For these reasons, the judgment of 
Appeals for the Fourth Circuit is affirmed. 

It is so ordered. 
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SUPREME COURT OF THE UNITED STATES 


No. 98-1152 



FOOD AND DRUG ADMINISTRATION, ETAL., PETI¬ 
TIONERS v. BROWN & WILLIAMSON TOBACCO 
CORPORATION et AL. 

ON V® OF CERTIORARI TO THE UNITED STATES COURT OF 
APPEALS FOR THE FOURTH CIRCUIT 

(March 21, 2000] 

JUSflllgfeEYER, with whom JUSTICE STEVENS, JUSTICE 
SOUT^pmfi JUSTICE GlNSBURG join, dissenting. 

The||^^^ and Drug Administration (FDA) has the 
uthoritjyg regulate “articles (other than food) intended 
structure or any function of the body . . . 
eder|fr%oqd, Drug and Cosmetic Act (FDCA), 21 U. S. C. 
21(iJ?WS). Unlike the majority, I believe that tobacco 
produ^^^^within this statutory language. 

In its' v e^p interpretation, the majority nowhere denies 
the fq^gnrjg two salient points. First, tobacco products 
(inclujing cigarettes) fall within the scope of this statutory 
definition, ^ad literally. Cigarettes achieve their mood- 
stabiljiiiiplffects through the interaction of the chemical 
mcoti|||g||||d the cells of the central nervous system. Both 
cigare|te | ma nufacturers and smokers alike know of, and 
desiref^iB chemically induced result. Hence, cigarettes 
are “intended to affect" the body’s “structure” and “func¬ 
tion,” in the literal sense of these words. 

Second, the statute’s basic purpose—the protection of 
public health—supports the inclusion of cigarettes within 
its scope. See United States v. Article of Drug ... 
Bacto-Unidisk, 394 U. S. 784, 798 (1969) (FDCA “is to be 
given o liberal construction consistent with [its] overriding 
purpose to protect the public health" (emphasis added)). 
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Unregulated tobacco use causes “(m]ore than 400,000 
people [to] die each year from tobacco-related illnesses, 
such as cancer, respiratory illnesses, and heart disease.” 
61 Fed. Reg. 44398 (1996). Indeed, tobacco products kill 
more people in this country every year “than . . . AIDS, car 
accidents, alcohol, homicides, illegal drugs, suicides, and 
fires, PeQinb^ned” Ibid, (emphasis added). 

DesplP^he FDCA’s literal language and general pur¬ 
pose fbothof which support the FDA’s finding that ciga¬ 
rette! within its statutory authority), the majority 

nonej£iM| reads the statute as excluding tobacco prod¬ 
ucts fo&ttwd basic reasons: 

FDCA does not “fit” the case of tobacco be- 
e statute requires the FDA to prohibit dan- 
drugs or devices (like cigarettes) outright, and 
ncy concedes that simply banning the sale of 
ettes is not a proper remedy, ante, at 19-20; and 

gress has enacted other statutes, which, when 
in light of the FDA’s long history of denying 
-related jurisdiction and considered together 
ngress' failure explicitly to grant the agency 
specific authority, demonstrate that Congress 
intend for the FDA to exercise jurisdiction 
acco, ante, at 33-34. 

In p^§pl§|ew, neither of these propositions is valid. 
Rath^^^^i FDCA does not significantly limit the FDA’s 
remedial after natives. See infra, at 14-21. And the later 
statutes do not tell the FDA it cannot exercise jurisdiction, 
but simply leave FDA jurisdictional law where Congress 
found it. See infra, at 21-26; cf. Food and Drug Admini¬ 
stration Modernization Act of 1997, 111 Stat. 2380 (codi¬ 
fied at note following 21 U. S. C. §321 (1994 ed., Supp. 
Ill)) (statute “shall” not “be construed to affect the ques¬ 
tion of whether” the FDA “has any authority to regulate 
any tobacco product”). 
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BreYER, J., dissenting: 

The bulk of the opinion that follows will explain the 
basis for these latter conclusions. In short, I believe that 
the most important indicia of statutory meaning—lan¬ 
guage and purpose—along with the FDCA’b legislative 
history (described briefly in Part I) are sufficient to estab¬ 
lish that the FDA has authority to regulate tobacco. The 
cific arguments against jurisdiction that the 
panies and the majority rely upon (discussed 
are based on erroneous assumptions and, thus, 
eat the jurisdiction-supporting thrust of the 
guage and purpose. The inferences that the 
i:aws from later legislative history are not per- 
ce (as I point out in Part III) one can just as 
from the later laws that Congress did not 
'ect the FDA’s tobacco-related authority at all. 
ct that the FDA changed its mind about the 
own jurisdiction is legally insignificant because 
establishes) the agency’s reasons for changing 
fully justified. Finally, as I explain in Part V, 
of accountability that likely will attach to the 
n in this case should alleviate any concern that 
ather than an administrative agency, ought to 
important regulatory decision. 

I 

38, the federal Pure Food and Drug Act con- 
two jurisdictional definitions of "drug”: 

dicines and preparations recognized in the 
United States Pharmacopoeia or National Formulary 
. . . and [2] any substance or mixture of substances in¬ 
tended to be used for the cure, mitigation, or preven¬ 
tion of disease.” Act of June 30, 1906, eh. 3915, §6, 34 
Stat. 769. 

In 1938, Congress added a third definition, relevant here: 
“(3) articles (other than food) intended to affect the 
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structure or any function of the body. . . Act of 
June 25, 1938, ch. 675, §201(g), 52 Stat. 1041 (codified 
at 21 U. S. C. §321(g)(1)(C)). 

It also added a similar definition in respect to a “device.” 
See §201(h), 52 Stat. 1041 (codified at 21 U. S. C. §321(h)). 
As I .have mentioned, the literal language of the third 
defimtit ffig^ nd the FDCA’s general purpose both strongly 
suppcpiiPa projurisdiction reading of the statute. See su¬ 
pra, ^-1—2* 

Th4t^^yite's history offers further support. The FDA 
drafteTtnemew language, and it testified before Congress 
Lrd definition would expand the FDCA’s juris* 
>pe significantly. See Hearings on S. 1944 be- 
>mmittee of the Senate Committee on Com- 
jCong., 2d Sess., 15-16 (1933), reprinted in 1 
lative History of the Federal Food, Drug, and 
Act and Its Amendments 107-108 (1979) (here- 
Hist.). Indeed, ”[t]he purpose” of the new 
ras to “make possible the regulation of a great 
lets that have been found on the market that 
^alleged to be treatments for diseased condi* 
it 108. While the drafters focused specifically 
sed to give the FDA jurisdiction over “slender- 
fets such as “antifat remedies,” ibid., they were 
in doing so, they had created what was “ad* 
^inclusive, a wide definition ” Id., at 107. And 
slanguage was included deliberately, so that 
jurisdiction could be had over “all substances and prepara¬ 
tions, other than food, and all devices intended to affect 
the structure or any function of the body ...” Ibid, (em¬ 
phasis added); see also Hearings on S. 2800 before the 
Senate Committee on Commerce, 73d Cong., 2d Sess. 516 
(1934), reprinted in 2 Leg. Hist. 519 (statement of then- 
FDA Chief Walter Campbell acknowledging that “[t]his 
definition of‘drugs’ is all-inclusive”). 



tp://legacy.!ibrary.ucsf.ecMdf^q0^p§0/pd(fw.industrydocuments. ucsf.edu/docs/zjgl0001 


52312 1389 



Cite as: 529 U. S._(2000) 6 

Breyer, J., dissenting 

After studying the FDCA’s history, experts have written 
that the statute “is a purposefully broad delegation of 
discretionary powers by Congress,” J. O’Reilly, 1 Food and 
Drug Administration §6.01, p. 6-1 (2d ed. 1995) (herein¬ 
after O’Reilly), and that, in a sen Be, the FDCA “must be 
regarded as a constitution ” that “establish[es] general 
principles^ apd “permit[s] implementation within broad 

paramejpjjlWlo that the FDA can “implement these objec¬ 
tives throughthe most effective and efficient controls that 
can be tte^seljL” Hutt, Philosophy of Regulation Under the 
Federal^itaif, Drug and Cosmetic Act, 28 Food Drug 
Cosm. 178-179 (1973) (emphasis added). This 

Court, totmjss said that the 


“historical expansion of the definition of drug, and the 
crelffiflftrf a parallel concept of devices, clearly show 
.. I^yb^ipongress fully intended that the Act’s cover- 
ag^| as broad as its literal language indicates—and 
eq&gjg^ilearly, broader than any strict medical defi¬ 
nition ngght otherwise allow.” Bacto- Unidisk, 394 
U.IC|I%98. 

That|P§n|Tess would grant the FDA such broad juris¬ 
diction^ autliority should surprise no one. In 1938, the 
President an|i much of Congress believed that federal 
admini^S^^e agencies needed broad authority and would 
exercis|*4fe§^authority wisely—a view embodied in much 
SecondjWwTleal legislation. Cf. Gray v. Powell, 314 U. S. 
402, 4fp|Pi| (1941) (Congress “could have legislated spe¬ 
cifically” but decided “to delegate that function to those 
whose experience in a particular field gave promise of a 
better informed, more equitable” determination). Thus, at 
around the same time that it added the relevant language to 
the FDCA, Congress enacted laws granting other adminis¬ 
trative agencies even broader powers to regulate much of 
the Nation’s transportation and communication. See, e,g.. 
Civil Aeronautics Act of 1938, ch. 601, §401(d)(1), 52 Stat. 
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advanced communications systems). After all, this Court 
has read more narrowly phrased statutes to grant what 
might have seemed even more unlikely assertions of 
agency jurisdiction. See, e.g., Permian Basin Area Bate 
Cases, 390 U. S, 747, 774-777 (1968) (statutory authority to 
regulate interstate “transportation" of natural gas in- 
cludfefcvymthority to regulate “prices” charged by field 
proc^peirB}; Phillips Petroleum Co. v. Wisconsin, 347 U. S. 
672,^677-^84 (1954) (independent gas producer subject to 
regi^a^Bn] despite Natural Gas Act’s express exemption of 
gathirlfilNmd production facilities). 

I g^|Mhot pursue these general matters further, for 
nei thaa^bje companies nor the majority denies that the 
FDCpVs" literal language, its general purpose, and its 
partPMfifl legislative history favor the FDA’s present 
jiuriA§ yjyg^ ial view. Rather, they have made several spe¬ 
cific'^uments in support of one basic contention: even if 
|the fj^ylgry delegation is broad, it is not broad enough to 
include to|acco. I now turn to each of those arguments. 



ThjfeJtofeacco companies contend that the FDCA's words 
cannot possibly be read to mean what they literally say. 
ThepPiPiEe defines “device," for example, as “an instru- 
men |ili§llii aratus > implement, machine, contrivance, im- 
plan|T |n yitro reagent, or other similar or related arti¬ 
cle . pPml&nded to affect the structure or any function of 
the body ...” 21 XJ. S. C. §321(h). Taken literally, this 
definition might include everything from room air con¬ 
ditioners to thermal pajamas. The companies argue that, 
to avoid such a result, the meaning of “drug" or “device" 
should be confined to medical or therapeutic products, 
narrowly defined. See Brief for Respondent United States 
Tobacco Co. 8—9. 

The companies may well be right that the statute should 
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not be read to cover room air conditioners and winter 
underwear. But I do not agree that we must accept their 
proposed limitation. For one thing, such a cramped read¬ 
ing contravenes the established purpose of the statutory 
language. See Bacto-Unidisk, 394 U. S., at 798 (third 
definition is “clearly, broader than any strict medical 
definition”)* 1 Leg. Hist. 108 (definition covers products 
“thatuppSSSt be alleged to be treatments for diseased con¬ 
ditions”). ^For another, the companies’ restriction would 
render ^ie bther two “drug” definitions superfluous. See 
21 UNPR §§321(g)(1)(A), (g)(1)(B) (covering articles in 
the le$^»gp pharmacology compendia and those "intended 
for u^^ythe diagnosis, cure, mitigation, treatment, or 
prevention £>f disease”). 

MolMlSiortantly, the statute’s language itself supplies 
| more suitable, limitation: that a "drug” must 
\em\cal agent. The FDCA’s “device” definition 
j|an article which affects the structure or func- 
iody is a “device” only if it "does not achieve its 
[tended purposes through chemical action 
the body,” and “is not dependent upon being 
for the achievement of its primary intended 
§321(h) (emphasis added). One can readily 
lis language that at least an article that does 
primary purpose through chemical action 
fbody and that is dependent upon being me- 
a “drug,” provided that it otherwise falls 
scope of the "drug” definition. And one need 
not hypothesize about air conditioners or thermal pajamas 
to recognize that the chemical nicotine, an important 
tobacco ingredient, meets this test. 

Although I now oversimplify, the FDA has determined 
that once nicotine enters the body, the blood carries it 
almost immediately to the brain. See 61 Fed. Reg. 44698- 
44699 (1966). Nicotine then binds to receptors on the 
surface of brain cells, setting off a series of chemical reac- 
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tions that alter one's mood and produce feelings of seda¬ 
tion and stimulation. See id.., at 44699, 44739. Nicotine 
also increases the number of nicotinic receptors on the 
brain's surface, and alters its normal electrical activity. 
See id., at 44739. And nicotine stimulates the transmis¬ 
sion of a natural chemical that "rewards' 1 the body with 
pleasurable sensations (dopamine), causing nicotine addic¬ 
tion. at 44700, 44721-44722. The upshot is that 

nicotine stabilizes mood, suppresses appetite, tranquilizes, 
and pa^sBes a physical craving that nicotine itself has 
help^i^S^reate—all through chemical action within the 
body jy^e^ieing metabolized. 

Thls^jm^siology-—and not simply smoker psychology— 
helpiw!xi>lain why as many as 75% of adult smokers be- 
lieve|^i|^iimoking ‘Teduce[s] nervous irritation/’ 60 Fed. 
.^g. (1995); why 73% of young people (10- to 22- 

year who begin smoking say they do so for "relaxa- 

^ion,^ ^ Fed. Reg. 44814 (1996); and why less than 3% of 
the IWPSi smokers who want to quit each year succeed, 
id., ^g^^p4. That chemistry also helps to explain the 
Surg eoria^e neral's findings that smokers believe "smoking 
[maJ^fcthgm] feel better" and smoke more "in situations 
invofedng«negative mood.' 1 Id., at 44814. And, for present 
purposeaithat chemistry demonstrates that nicotine 
affecilnStl "structure 11 and "function" of the body in a 
manlli^^it is quite similar to the effects of other regu- 
latedyu|h|$ances. See id., at 44667 (FDA regulates Val- 
ium/NoBoz, weight-loss products). Indeed, addiction, 
sedation, stimulation, and weight loss are precisely the 
kinds of product effects that the FDA typically reviews 
and controls. And, since the nicotine in cigarettes plainly 
is not a “food,” its chemical effects suffice to establish that 
it is as a ‘'drug" (and the cigarette that delivers it a drug- 
deliveiy "device") for the purpose of the FDCA. 


Surgew|| 

involving 

purposes 

affeclW^ 


lum, 5 
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The tobacco companies' principal definitional argument 
focuses upon the statutory word “intended.” See 21 
U. S. C. §321(g)(1)(C). The companies say that “intended” 
in this context is a term of art. See Brief for Respondent 
Brown & Williamson Tobacco Corp. 2. They assert that 
the shttutory word “intended” means that the product’s 
make^feRnade an express claim about the effect that its 
product wijl have on the body. Ibid. Indeed, according to 
the c4ritpar|ies, the FDA’s inability to prove that cigarette 
mamflMMers make such claims is precisely why that 
agenc^j|igfbrically has said it lacked the statutory power 
to re^^^^obacco. See id., at 19-20. 

Th^r®^., however, does not use the word “claimed”; it 
uses IHjpilrd “intended.” And the FDA long ago issued 
^gulfe^n&i that say the relevant “intent” can be shown 

S ot o GjjT by a manufacturer s “expressions,” but also "by 
ie caxc hms t a n ce s surrounding the distribution of the 
articlfm Fed. Reg. 6896 (1976) (codified at 21 CFR 
§801.^^9)); see also 41 Fed. Reg. 6896 (1976) (“ob- 
jective ^y||»nt” shown if “article is, with the knowledge 
[of it^pSuMjre], offered and used” for a particular purpose). 
ThusJ^even^in the absence of express claims, the FDA has 
regulg^ted. .products that affect the body if the manu- 
factufir^wants, and knows, that consumers so use the 
prod\|S^f§l§|e, e.g., 60 Fed. Reg. 41527—41531 (1995) (de- 
scribi^^^gency’s regulation of topical hormones,, sun- 
scree nsTnuoride, tanning lamps, thyroid in food supple¬ 
ments, novelty condoms—all marketed without express 
claims); see also O’Reilly, Food and Drug Administration 
§13.04, at 13-15 (“Sometimes the very nature of the mate¬ 
rial makes it a drug . . .”). 

Courts ordinarily reverse an agency interpretation of 
this kind only if Congress has clearly answered the inter¬ 
pretive question or if the agency’s interpretation is unrea¬ 
sonable. Chevron U. S. A. Inc. v. Natural Resources Defense 
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Council, Inc., 467 U. S. 837, 842-843 (1984). The compa¬ 
nies, in an effort to argue the former, point to language in 
the legislative history tying the word “intended” to a tech¬ 
nical concept called “intended use." But nothing in Con¬ 
gress’ discussion either of “intended” or “intended use” 
suggests that an express claim (which often shows intent) 
is always pecessary. Indeed, the primary statement to 
whicly|j|^)mpanie8 direct our attention says only that a 
manufacturer can determine what kind of regulation ap- 
plies-p^©^' or “drug”—because, “through his representa¬ 
tions |rt&®g|nection with its sale, [the manufacturer] can 
whether an article is to be used as a “food,” as 
as “both.” S. Rep. No. 361, 74th Cong., 1st 
i5), reprinted in 3 Leg. Hist. 696. 

| FDA’s “objective intent” interpretation unrea- 
\ falls well within the established scope of the 
Waning of the word “intended.” See Agnew v. 
165 U. S. 36, 53 (1897) (intent encompasses 
>nsequences of an act). And the companies 
that the FDA can regulate a drug-like sub- 
ordinary circumstance, i.e., where the manu- 
ia|tes an express claim, so it is not unreasonable 
that the agency retains such power where a 
sets on the body are so well known (say, like 
irin or calamine lotion), that there is no need 
^presentations because the product speaks for 

mies also cannot deny that the evidence of 
their intent is sufficient to satisfy the statutory word 
“intended” as the FDA long has interpreted it. In the first 
place, there was once a time when they actually did make 
express advertising claims regarding tobacco’s mood- 
stabilizing and weight-reducing properties—and historical 
representations can portend present expectations. In the 
late 1920’s, for example, the American Tobacco Company 
urged weight-conscious smokers to "'Reach for a Lucky in- 
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stead of a sweet.’” Kluger, Ashes to Ashes, at 77—78. The 
advertisements of RJ Reynolds (RJR) emphasized mood 
stability by depicting a pilot remarking that “‘It Takes 
Steady Nerves To Fly the Mail At Night.... That’s why 
I smoke Camels. And I smoke plenty!'” Id., at 86. RJR 
also advertised the stimulating quality of cigarettes, stat¬ 
ing instance that ‘"You get a Lift with a Camel,’” 

and. diJ llibther. that Camels are “'A Harmless Restora¬ 
tion fit th^Flow of Natural Body Energy.’” Id., at 87. And 
clainp"®fbi3edical proof of mildness (and of other beneficial 
ef-feci^Ml^ were commonplace. See, e.g., id., at 93 
(Brow^Sy^imamson advertised Kool-brand mentholated 
cigar|^&as “a tonic to hot, tired throats”); id., at 101, 131 
(PhUifpffibrris contended that “[r]ecognized laboratory 
testsl&Spifconclusively proven the advantage of Phillip 
^orri^i^cL at 88 (RJR proclaimed “ ‘For Digestion’s sake, 
Imok Sp ^iels! . . . Camels make mealtime more pleas- 
Jmt—lu|estJon is stimulated—alkalinity increased”’). 
AlthcfigHli recent decades cigarette manufacturers have 
etopp^^^ldng express health claims in their advertising, 
cansum&E&*have come to understand what the companies 
no lo||g§|Fjjeed to express—that through chemical action 
cigar|ifca&^ stabilize mood, sedate, stimulate, and help 
suppress adpetite. 

Se(|illp%ven though the companies refused to acknowl¬ 
edge l^iiiiy (until only very recently) that the nicotine in 
cigarittds fjas chemically induced, and habit-forming, ef¬ 
fects, Regulation of Tobacco Products (Part 1): 

Hearings before the House Subcommittee on Health and 
the Environment, 103d Cong., 2d Sess., 628 (1994) (here¬ 
inafter 1994 Hearings) (heads of seven major tobacco com¬ 
panies testified under oath that they believed “nicotine is 
not addictive” (emphasis added)), the FDA recently has 
gained access to solid, documentary evidence proving that 
cigarette manufacturers have long known tobacco pro¬ 
duces these effects within the body through the metabo- 
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lizing of chemicals, and that they have long wanted their 
products to produce those effects in this way. 

For example, in 1972, a tobacco-industry scientist ex¬ 
plained that “'[sjmoke is beyond question the most op¬ 
timized vehicle of nicotine/’’ and ‘“the cigarette is the 
most optimized dispenser of smoke.’” 61 Fed. Beg. 44856 
(199$^Th|tt same scientist urged company executives to 

llfffnMk of the cigarette pack as a storage container 
a^4a3 r 's supply of nicotine. . . . Think of the ciga- 
a dispenser for a dose unit of nicotine [and] 
[tjnfffi of a puff of smoke as a vehicle of nicotine.'” 
J^4<^hilip Morris). 


ThatfMfit^ year, other tobacco industry researchers told 
their baafte&lors that 

*|l§|y§if^ er6n t situations and at different dose levels, 
J r||gtinb appears to act as a stimulant, depressant, 
J t^^^mlizer, psychic energizer, appetite reducer, anti- 
iatflraP agent, or energizer. . . . Therefore, [tobacco] 
may, in a sense, compete with a variety of 
otne^roducts with certain types of drug action.”’ Id 

alHfe.^9 (RJR). 

A driff'Tgpprt prepared by authorities at Philip Morris 
said ilaa&sS^otine 


"fiyyihysiologicaUy active, nitrogen containing sub* 
stance^ [similar to] quinine, cocaine, atropine and 
nplpfllie. {And) [w]hile each of these [other] sub¬ 
stances can be used to affect human physiology, nico¬ 
tine has a particularly broad range of influence/” Id., 
at 44668-44669. 

And a 1980 manufacturer’s study stated that 

4 “the pharmacological response of smokers to nicotine 
is believed to be responsible for an individual’s smok¬ 
ing behaviour, providing the motivation for and the 



'.li^rary.ucsf.ed^tid/zteiCRttfflfi/i&fflWvw.industrydocuments.ucsf.edu/docs/zjgl0001 


5231 2 1397 


14 


FDA v. BROWN & WILLIAMSON TOBACCO COJtP. 


BreYER, J., dissenting 

degree of satisfaction required by the smoker/” Id., at 
44936 (Brown & Williamson). 

With such evidence, the FDA has more than sufficiently 
established that the companies “intend” their products to 
“affect” the body within tike meaning of the FDCA. 



lority nonetheless reaches the “inescapable 
that the language and structure of the FDCA 
“simply do not fit” the kind of public health 
|at tobacco creates. Ante, at 20. That is be- 
ke majority's view, the FDCA requires the FDA 
fright “dangerous” drugs or devices (such as 
jUJ^yet, the FDA concedes that an immediate and 
tte-sale ban is inappropriate. Ibid. 
iment is curious because it leads with similarly 
force to precisely the opposite conclusion, 
it the FDA does have jurisdiction but that it 
jigarettes. More importantly, the argument 
\e into account the fact that a statute inter- 
[requiring the FDA to pick a more dangerous 
langerous remedy would be a perverse statute, 
^her than preventing, unnecessary harm when- 
ban is likely the more dangerous response, 
at least imagine such circumstances, 
for example, that a commonly used, mildly 
>eping pill (or, say, a kind of popular contact 
iy within the FDA’s jurisdiction, turned out to 
pose serious health risks for certain consumers. Suppose 
further that many of those addicted consumers would 
ignore an immediate total ban, turning to a potentially 
more dangerous black-market substitute, whfie a less 
draconian remedy (say, adequate notice) would wean them 
gradually away to a safer product. Would the FDCA still 
force the FDA to impose the more dangerous remedy? For 
the following reasons, I think not. 
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First, the statute’s language does not restrict the FDA’s 
remedial powers in this way. The FDCA permits the FDA 
to regulate a “combination product”— i.e., a “device” (such 
as a cigarette) that contains a “drug” (such as nicotine}— 
under its “device” provisions. 21 U. S. C. §353(g)(l). And 
the FDCA’s “device” provisions explicitly grant the FDA 
wide^emedial discretion. For example, where the FDA 
canng^^|erwise” obtain “reasonable assurance” of a de- 
vice'ssafety and effectiveness,” the agency may restrict 
>n a product’s "sale, distribution, or use” upon 
conditions as the Secretary may prescribe. 
|(emphasis added). And the statutory section 
pearly addresses the FDA’s power to ban (enti- 
id devices") says that, where a device presents 
>nable and substantial risk of illness or injury,” 
gry “ may ”—not must —“initiate a proceeding . . . 
jh device a banned device.” §360f(a) (emphasis 

t points to other statutory subsections which it 
uire the FDA to ban a drug or device entirely, 
an outright ban risks more harm than other 
esponses. See ante, at 12-13. But the cited 
do no such thing. It is true, as the majority 
at “the FDCA requires the FDA to place all 
‘one of three classifications” and that Class III 
ire “premarket approval.” Ante, at 12, 13. 
jngt the case that the FDA must place cigarettes 
because tobacco itself “present[s] a potential 
unreasonable risk of illness or injury.” 21 U. S. C. 
§360c(a)(l)(C). In fact, Class III applies only where regu- 
lation cannot otherwise “provide reasonable assurance of 
. . . safety." §§360c(a)(l)(A), 360c(a)(l)(B) (placing a device 
in Class I or Class II when regulation can provide that 
assurance). Thus, the statute plainly allows the FDA to 
consider the relative, overall “safety” of a device in light of 
its regulatory alternatives, and where the FDA has chosen 
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the least dangerous path, i.e., the safest path, then it 
can—and does—provide a “reasonable assurance” of 
"safety” within the meaning of the statute. A good football 
helmet provides a reasonable assurance of safety for the 
player even if the sport itself is still dangerous. And the 
safest regulatory choice by definition offers a "reasonable” 
assu^pce pf safety in a world where the other alternatives 
are jgggjpiile dangerous. 

In jfany,event, it iB not entirely clear from the statute’s 
a^i Class III categorization would require the FDA 
ily to withdraw from the market dangerous 
ch as cigarettes, which are already widely 
See, e.g., §360f(a) (when a device presents an 
ble and substantial risk of illness or injury,” 
ry “may” make it “a banned device”); §360h(a) 
ee "presents an unreasonable risk of substan- 
the public health,” the Secretary “may” re¬ 
ification”); §360h(b) (when a defective device 
“unreasonable risk” of harm, the Secretary 
"repair, replacement, or refund”); cf. O’Reilly, 
rug Administration §18.08, at 18-38 (point of 
re market approval” is to allow “careful scien- 
of each “truly new” device “before it is ex- 
*ers (emphasis added)). 

tat the FDCA requires banning a “misbranded" 
lajority also points to 21 U. S. C. §352(j), which 
jug or device “misbranded” if “it is dangerous to 
in used” as “prescribed, recommended, or sug¬ 
gested in the labeling.” See ante, at 12. In addition, the 
majority mentions §352(f)(l), which calls a drug or device 
“misbranded” unless “its labeling bears . . . adequate 
directions for use” as “are necessary for the protection of 
users.” Ibid. But this “misbranding” language is not de¬ 
terminative, for it permits the FDA to conclude that a 
drug or device is not “dangerous to health” and that it does 
have “adequate” directions when regulated so as to render 



undustrydocuments. ucsf.edu/docs/zjgl0001 


52312 1400 



17 


Cite as: 529 U. S._(2000) 




BREYER, J., dissenting 


it as harmless as possible. And surely the agency can 
determine that a substance is comparatively ''safe 1 ' { not 
“dangerous”) whenever it would be less dangerous to make 
the product available (subject to regulatory requirements) 
than suddenly to withdraw it from the market. Any other 
interpretation risks substantial harm of the sort that my 
sleeping pill example illustrates. See supra, at 14. And 
notfrU$gPi| the statute prevents the agency from adopting 
of “safety” that would avoid such harm. Indeed, the 
seems to have taken this position when 
distribution of toxic drugs, such as poisons 
lemotherapy, that are dangerous for the user 
deemed “dangerous to health” in the relevant 
61 Fed. Reg. 44413 (1996). 

|cco companies point to another statutory provi- 
says that if a device “would cause serious, 
Ith consequences or death, the Secretary shall 
^ase distribution order. 21 U. S. C. §360h(e)(1) 
Padded). But that word “shall” in this context 
m that the Secretary must resort to the recall 
<,enever a device would have serious, adverse 
Jts. Rather, that language must mean that the 
_'shall issue” a cease distribution order in com¬ 
pliance wjjh the section's procedural requirements if the 
Secr^$ip€hoose6 iti her discretion to use that particular 
su b s ||fc$li recall remedy. Otherwise, the subsection 
woul| $ur|ip and make meaningless the same section’s 
provillOTrOT other lesser remedies such as simple “notice” 
(which the Secretary similarly can impose if, but only if, 
she finds that the device “presents an unreasonable risk of 
substantial harm to the public”). §360h(a)(1). And read¬ 
ing the statute to compel the FDA to “recall” every dan¬ 
gerous device likewise would conflict with that same 
subsection’s statement that the recall remedy “shall be in 
addition to [the other] remedies provided” in the statute. 
§360h(e)(3) (emphasis added). 
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The statute's language, then, permits the agency to 
choose remedies consistent with its basic purpose—the 
overall protection of public health. 

The second reason the FDCA does not require the FDA to 
select the more dangerous remedy, see supra, at 14, is that, 
despite the majority’s assertions to the contrary, the stat- 
not distinguish among the kinds of health effects 
ency may take into account when assessing 
e Court insists that the statute only permits the 
tike into account the health risks and benefits 
uct itself ’ as used by individual consumers, 
and, thus, that the FDA is prohibited from 
that a ban on smoking would lead many 
^suffer severe withdrawal symptoms or to buy 
onger, more dangerous, black market ciga- 
iderations that the majority calls “the aggre- 
effects of alternative administrative actions.” 
he FDCA expressly permits the FDA to take 
omparative safety in precisely this manner. 
U. S. C. §360h(e)(2)(B)(i)(II) (no device recall if 
1[1 ]” presents “a greater health risk than” no 
h(a) (notification “unless" notification “would 
eater danger” than “no such notification”), 
one cannot distinguish in this context be* 
ecific" health risk incurred by an individual 
” risk to a group. All relevant risk is, at 
to an individual; all relevant risk attaches to 
itself’; and all relevant risk is “aggregate” in 
the sense that the agency aggregates health effects in 
order to determine risk to the individual consumer. If 
unregulated smoking will kill 4 individuals out of a typical 
group of 1,000 people, if regulated smoking will kill 1 out 
of 1,000, and if a smoking ban (because of the black mar¬ 
ket) will kill 2 out of 1,000; then these three possibilities 
means that in each group four, one, and two individuals, 
on average, will die respectively. And the risk to each 
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individual consumer is 4/1000, 1/1000, and 2/1000 respec¬ 
tively. A ‘‘specific" risk to an individual consumer and 
“aggregate" risks are two sides of the same coin; each calls 
attention to the same set of facts. While there may be a 
theoretical distinction between the risk of the product 
itself and the risk related to the presence or absence of an 
intertwining voluntary act ( e.g ., the search for a replace- 
menyppPIJie black market), the majority does not rely 
uponHany such distinction, and the FDA’s history of regu- 
spfacement” drugs such as methadone shows that 
taken likely actual alternative consumer be- 
\ account. 

that, as a matter of logic, one could consider 
“safety” evaluation to be different from itB 
hnedies. But to read the statute to forbid the 
taking account of the realities of consumer 
ther in assessing safety or in choosing a remedy 
*ase the risks of harm—doubling the risk of 
3h “individual user” in my example above. Why 
ress insist that the FDA ignore such realities, 
consequent harm would occur only unusually, 
the FDA evaluates a product (a sleeping pill; a 
contact lens) that is already on the market, 
iabit forming, or popular? I can find no satis- 
swer to this question. And that, I imagine, is 
itute itself says nothing about any of the dis¬ 
it the Court has tried to draw. See 21 U. S. C. 
^(instructing FDA to determine the safety and 
effectiveness of a “device” in part by weighing 11 any prob¬ 
able benefit to health . . . against any probable risk of 
injury or illness . . .”) (emphasis added). 

Third, experience counsels against an overly rigid in¬ 
terpretation of the FDCA that is divorced from the stat¬ 
ute’s overall health-protecting purposes. A different set of 
words, added to the FDCA in 1958 by the Delaney Amend¬ 
ment, provides that “no [food] additive shall be deemed to 
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be safe if it is found [after appropriate tests] to induce 
cancer in man or animal.” §348(c)(3). The FDA once in¬ 
terpreted this language as requiring it to ban any food 
additive, no matter how small the amount, that appeared 
in any food product if that additive was ever found to 
induce cancer in any animal, no matter how large a dose 
needed*to induce the appearance of a single carcinogenic 
cell. R. Rep. No. 95-658, p. 7 (1977) (discussing 

agenc/s view). The FDA believed that the statute’s ban 
mandg^e^wa 4 ! absolute and prevented it from establishing 
fe use” or even to judge whether “the benefits 
| use outweigh the risks involved,” Id ., at 5, 
station—which in principle could have re- 
itan of everything from herbal teas to mush- 
dly led the FDA to ban saccharine, see 42 
)96 (1977), though this extremely controver¬ 
sy response never took effect because Con* 
l, and haB continually renewed, a law post- 
tan. See Saccharin Study and Labeling Act, 
|03, §3, 91 Stat. 1452; e.g., Pub. L. 102-142, 
>tat. 910. 

|’s interpretation of the statutory language 
:s Delaney-type consequences with even less 
linguistic reason. Even worse, the view the Court ad* 
vancesPllli§rmines the FDCA's overall health-protecting 
P ur P°s|g^pii>lacing the FDA in the strange dilemma of 
either |gjtni|ig completely a potentially dangerous drug or 
device nothing at all. Saying that I have misun¬ 

derstood its conclusion, the majority maintains that the 
FDA “may clearly regulate many ‘dangerous' products 
without banning them.” Ante, at 19. But it then adds that 
the FDA must ban—rather than otherwise regulate—a 
drug or device that “cannot be used safely for any thera¬ 
peutic purpose.” Ibid. If I misunderstand, it is only be¬ 
cause this linchpin of the majority’s conclusion remains 
unexplained. Why must a widely-used but unsafe device 



fw.industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1404 




Cite as: 629 U. S. 


(2000) 





BREYER, J., dissenting 

be withdrawn from the market when that particular rem¬ 
edy threatens the health of many and is thus more dan¬ 
gerous than another regulatory response? It is, indeed, a 
perverse interpretation that reads the FDCA to require 
the ban of a device that has no “safe” therapeutic purpose 
where a ban is the most dangerous remedial alternative. 

In view, where linguistically permissible, we should 
intern|^P^ie FDCA in light of Congress’ overall desire to 
protect health. That purpose requires a flexible interpre¬ 
tation -%at|both permits the FDA to take into account the 
human behavior and allows it, in appropriate 
cases|§j^ jgoose from its arsenal of statutory remedies. A 
statife^^^nterpreted easily “fLt[s]” this, and other, drug- 
and device'Related health problems. 


® In ilf^Wajority’s view, laws enacted since 1965 require 
%s to |Hhy jurisdiction, whatever the FDCA might mean in 
4heir|i§liSitce. But why? Do those laws contain language 
barri^^^. jurisdiction? The majority must concede that 
they oS-jjot. Do they contain provisions that are incon- 
sistei|g*«af^ the FDA’s exercise of jurisdiction? With one 
excep ponTl ee infra, at 24, the majority points to no such 
provision. \ Do they somehow repeal the principles of 
law (Emailed in Part II, supra) that otherwise would lead 
to th||||jpglusion that the FDA has jurisdiction in this 
are a ?fThe^ companies themselves deny making any such 
claimjpsglgii Tr. of Oral Arg. 27 (denying reliance on doc¬ 
trine of “partial repeal”). Perhaps the later laws “shape” 
and "focus” what the 1938 Congress meant a generation 
earlier. Ante, at 20. But this Court has warned against 
using the views of a later Congress to construe a statute 
enacted many years before. See Pension Benefit Guaranty 
Corporation v. LTV Corp., 496 U. S. 633, 650 (1990) Qater 
history is “'a hazardous basis for inferring the intent of an 
earlier’ Congress” (quoting United States v. Price, 361 U. S. 
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304, 313 (I960))). And, while the majority suggests that 
the subsequent history “control[s] our construction” of the 
FDCA, see ante, at 20 (citation and internal quotation 
marks omitted), this Court expressly has held that such 
subsequent views are not “controlling.” Haynes v. United 
States , 390 U. S. 85, 87-88, n. 4 (1968); accord, Southwest¬ 
ern Cqble .Co., 392 U. S., at 170 (such views have '“very 
Httl&^pil|y, significance’”); see also Sullivan v. Finkel- 
steiriT 496 U. S. 617, 632 (1990) (SCALLA, j., concurring) 
mis based on subsequent legislative history. . . 
>e taken seriously, not even in a footnote.”). 

>s, the later statutes do not support the major- 
ision. That is because, whatever individual 
Congress after 1964 may have assumed about 
jurisdiction, the laws they enacted did not 
such “no jurisdiction” assumption. And one 
miatically infer an antijurisdiction intent, as 
does, for the later statutes are both (and 
insistent with quite a different congressional 
lely, the intent to proceed without interfering 
jver authority the FDA otherwise may have 
>ee, e.g., Cigarette Labeling and Advertising— 
£ings on H. R. 2248 et al. before the House Com- 
lterstate and Foreign Commerce, 89th Cong., 
l 9 (1965) (hereinafter 1965 Hearings) (state- 
j. Fino that the proposed legislation would not 
icy authority). As I demonstrate below, the 
;legislative history is critically ambivalent, for 
it can be read either as (a) “ratifjying]” a no-juris diction 
assumption, see ante , at 34, or as (b) leaving the jurisdic¬ 
tional question just where Congress found it. And the fact 
that both inferences are “equally tenable,” Pension Benefit 
Guaranty Corp:, supra, at 650 (citation and internal quo¬ 
tation marks omitted); Johnson v. Transportation Agency, 
Santa Clara Cty., 480 U. S. 616, 672 (1987) (SCALIA, J., 
dissenting), prevents the majority from drawing from the 
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later statutes the firm, antijurisdiction implication that it 
needs. 

Consider, for example, Congress’ failure to provide the 
FDA with express authority to regulate tobacco—a cir¬ 
cumstance that the majority finds significant. See ante, at 
21, 24-25, 32—33. But cf. Southwestern Cable Co., supra, 
at 1?^(failed requests do not prove agency “did not al- 
” authority). In fact, Congress both failed to 
Express authority to the FDA when the FDA denied 
lietion over tobacco and failed to take that 
cpressly away when the agency later asserted 
See, e.g., S. 1262, 104th Cong., 1st Sess., 
! (failed bill seeking to amend FDCA to say that 
this Act or any other Act shall provide the 
any authority to regulate in any manner to- 
ibacco products’'); see also H. R. 516, 105th 
Jess., §2 (1997) (similar); H. R. Res. 980, re- 
ig42 Cong. Ree. 5018 (1996) (Georgia legislators 
ly requested that Congress “rescind any 
the FDA authority” over tobacco); H. R. 2283, 
1st Sess. (1995) (failed bill “[t]o prohibit the 
ition of the sale or use of tobacco”); H. R. 2414, 
, 1st Sees., §2(a) (1995) (similar). Conse- 
defeat of various different proposed jurisdic- 
jes proves nothing. This history shows only 
>s could not muster the votes necessary either 
to grdntiorjto deny the FDA the relevant authority. It 
neithdMsTOs nor disfavors the majority’s position. 

The majority also mentions the speed with which Con¬ 
gress acted to take jurisdiction away from other agencies 
once they tried to assert it. See ante, at 22, 26-29. But 
such a congressional response again proves nothing. On 
the one hand, the speedy reply might suggest that Con¬ 
gress somehow resented agency assertions of jurisdiction 
in an area it desired to reserve for itself—a consideration 
that supports the majority. On the other hand, Congress’ 
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quick reaction with respect to other agencies’ regulatory 
efforts contrasts dramatically with its failure to enact any 
responsive law (at any speed) after the FDA asserted 
jurisdiction over tobacco more than three years ago. And 
that contrast supports the opposite conclusion. 

In addition, at least one post-1938 statute reveals quite 
a different.^congressional intent than the majority infers. 
See l^^fellowing 21 U. S. C. §321 (1994 ed., Supp. Ill) 
(FDAf Modernization Act of 1997) (law “shall [n.ofJ be 
affect the question of whether the [FDA] has 
ity to regulate any tobacco product,” and 
hority, if any, shall be exercised under the 
in effect on the day before the date of [this] 
Consequently, it appears that the only in- 
that can reconcile all of the subsequent stat* 
inference that Congress did not intend, either 
implicitly, for its later laws to answer the 
of|the scope of the FDA’s jurisdictional authority, 
g. Rec. S8860 (Sept. 5, 1997) (the Moderniza- 
“not interfere or substantially negatively 
the FDA tobacco authority”), 
ity’s historical perspective also appears to be 
anguage in the Federal Cigarette Labeling and 
Act (FCLAA), 79 Stat. 282, 15 U. S. C. §1331 
ante, at 25-26. The FCJLAA requires manufac- 
ce on cigarette packages, etc., health warnings 
bllowing: 

ON GENERAL’S WARNING: Smoking Causes 
Lung Cancer, Heart Disease, Emphysema, And May 
Complicate Pregnancy/ 3 15 U. S. C. § 1333(a). 

The FCLAA has an express pre-emption provision which 
says that “[n]o statement relating to smoking and health, 
other than the statement required by [this Act], shall be 
required on any cigarette package.” § 1334(a). This pre¬ 
emption clause plainly prohibits the FDA from requiring 
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on “any cigarette package’' any other “statement relating 
to smoking and health,*’ but no one contends that the FDA 
has failed to abide by this prohibition. See, e.g., 61 Fed. 
Reg. 44399 (1996) (describing the other regulatory pre¬ 
scriptions). Rather, the question is whether the FCLAA’s 
pre-emption provision does more. Does it forbid the FDA 
to reg|4ate at all? 

Thie.^^rt has already answered that question ex- 
and in the negative. See Cipollone v. Liggett 
&j|505 U. S. 504 (1992). Cipollone held that the 
j*e-emption provision does not bar state or 
Lation outside the provision’s literal scope. Id., 
id it described the pre-emption provision as 
libit[ing] state and federal rulemaking bodies 
iting particular cautionary statements on 
jIb_” Ibid. 

five answer is fully consistent with Congress’ 
regard to the pre-emption language. When 
icted the FCLAA, it focused upon the regula- 
>f the Federal Trade Commission (FTC), not 
)e 1965 Hearings 1—2. And the Public Health 
loking Act of 1969, Pub. L. 91-222, §7(c), 
hcpressly amended the FCLAA to provide that 
this Act shall be construed to affirm or 
*C’s] holding that it has the authority to issue- 
ition rules” for tobacco. See also H. R. 
lo. 91-897, p. 7 (1970) (statement of House 
re have “no intention to resolve the question* 
as to whether” the FTC could regulate tobacco in a differ¬ 
ent way); see also 116 Cong. Rec. 7921 (1970) (statement 
of Rep. Satterfield) (same). Why would one read the 
FCLAA’s pre-emption clause—a provision that Congress 
intended to limit even in respect to the agency directly at 
issue—so broadly that it would bar a different agency from 
engaging in any other cigarette regulation at all? The 
answer is that the Court need not, and should not, do so. 
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And, inasmuch as the Court already has declined to view 
the FCLAA as pre-empting the entire field of tobacco 
regulation, I cannot accept that that same law bars the 
FDA’s regulatory efforts here. 

When the FCLAA’s narrow pre-emption provision is set 
aside, the majority’s conclusion that Congress clearly 
id for its tobacco-related statutes to be the exclusive 
“the problem of tobacco and health,” ante, at 
>ased on legislative silence. Notwithstanding the 
jd by various legislators, Congress itself has 
Expressly the issue of the FDA's tobacco-related 
fnly once—and, as I have said, its statement 
>e statute was not to “be construed to affect the 
whether the [FDA] has any authority to regu- 
t>acco product.” Note following 21 U. S. C. §321 
>upp. III). The proper inference to be drawn 
the post-1965 statutes, then, is one that inter- 
ress’ general legislative silence consistently 
itement, 

IV 

I !rn to the final historical fact that the majority 

viev ^factor in its interpretation of the subsequent 
pstory: the FDA’s former denials of its tobacco- 
lority. 

early 1990’s, the FDA expressly maintained 
!8 statute did not give it the power that it now 
sert. It then changed its mind. The majority 
agrees with me that the FDA’s change of positions does 
not make a significant legal difference. See ante, at 34; 
see also Chevron , 467 U. S., at 863 ("An initial agency 
interpretation is not instantly carved in stone”); accord, 
Smiley v. Citibank (South Dakota), N. A., 517 U. S. 735, 742 
(1996) (“[CJhange is not invalidating”). Nevertheless, it 
labels those denials “important context” for drawing an 
inference about Congress’ intent. Ante, at 34. In my view, 
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the FDA's change of policy, like the subsequent stat- 
utes themselves, does nothing to advance the majority’s 
position. 

When it denied jurisdiction to regulate cigarettes, the 
FDA consistently stated why that was so. In 1963, for 
example, FDA administrators wrote that cigarettes did not 
satisfy x the relevant FDCA definitions—in particular, the 
uirement—because cigarette makers did not 
roduct with accompanying ‘’therapeutic claims.” 
ectore of Bureaus, Divisions and Directors of 
m FDA Bureau of Enforcement (May 24, 
blic Health Cigarette Amendments of 1971: 
S. 1454 before the Consumer Subcommittee 
te Committee on Commerce, 92d Cong., 2d 
1972) (hereinafter FDA Enforcement Letter), 
uent FDA Commissioners made roughly the 
on. One pointed to the fact that the manufac- 
ly “recommended” cigarettes “for smoking pleas- 
others reiterated the evidentiary need for 
ls.” Yet another stressed the importance of 
nt,” adding that “[w]e have not had sufficient 
“intent with regard to nicotine/’ See, respec- 
t 239 (Comm’r Edwards); Letter of Dec. 5, 
47 (Comm’r Kennedy); 1965 Hearings 193 
nkin); 1994 Hearings 28 (Comm’r Kessler), 
pany counsel also testified that the FDA 
rigdiction because jurisdiction “depends on . . . 
which in turn “depends, in general, on the 
claims and representations made by the manufacturer.” 
Health Consequences of Smoking: Nicotine Addiction, 
Hearing before the Subcommittee on Health and the En¬ 
vironment of the House Committee on Energy and Com¬ 
merce, 100th Cong., 2d Sess., 288 (1988) (testimony of 
Richard Cooper) (emphasis added). 

Other agency statements occasionally referred to addi¬ 
tional problems. Commissioner Kessler, for example, said 
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that the "enormous social consequences” flowing from a 
decision to regulate tobacco counseled in favor of obtaining 
specific Congressional "guidance.” 1994 Hearings 69; see 
also ante, at 31 (quoting statement of Health and Human 
Services Secretary Brandt to the effect that Congress 
wanted to make the relevant jurisdictional decision). But 
a failures ding of the FDA’s denials suggests that the over- 
whel^^^|roblem was one of proving the requisite manu¬ 
facturer intent. See Action on Smoking and Health v. 

F. 2d 236, 236—239 (CADC 1980) (FDA “com- 
al its "understanding” that "the crux of FDA 
over drugs lay in manufacturers 1 representa- 
elatory of their intent”). 

nged? For one thing, the FDA obtained evi- 
ient to prove the necessary "intent” despite the 
o£specific "claims.” See supra, at 12-14. This 
hich first became available in the early 1990’s, 
d the agency to demonstrate that the tobacco 
knew nicotine achieved appetite-suppressing, 
izing, and habituating effects through chemi- 
Sjychological) means, even at a time when the 
bjwere publicly denying such knowledge. 

scientific evidence of adverse health effects 
ntil, in the late 1980’s, a consensus on the 
of the matter became firm. That is not to say 
n about smoking’s adverse health effects is a 
enon. See, e.g., Higginson, A New Counter- 
t-door Papers 179, 194 (1863) (characterizing 
'a narcotic poison of the most active class’”). It 
is to say, however, that convincing epidemiological evi¬ 
dence began to appear mid-20th century; that the First 
Surgeon General’s Report documenting the adveree health 
effects appeared in 1964; and that the Surgeon General’s 
Report establishing nicotine’s addictive effects appeared in 
1988. At each stage, the health conclusions were the 
subject of controversy, diminishing somewhat over time. 
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until recently—and only recently—has it become clear 
that there is a wide consensus about the health problem. 
See 61 Fed. Reg. 44701-44706 (1996). 

Finally, administration policy changed. Earlier admini¬ 
strations may have hesitated to assert jurisdiction for the 
reasons prior Commissioners expressed. See supra, at 27- 
28. Commissioners of the current administration simply 
took ajj|§§grent regulatory attitude. 

Ndining in the law prevents the FDA from changing its 
Such reasons. By the mid-1990’s, the evidence 
rove objective intent—even without an express 
been found. The emerging scientific consensus 
:o's adverse, chemically induced, health effects 
sonvinced the agency that it should spend its 
fn this important regulatory effort. As for the 
administrations, I agree with then-JUSTICE 
s statement in a different case, where he 

ency’s changed view . . . seems to be related to 
tion of a new President of a different political 
It is readily apparent that the responsible 
rs of one administration may consider public 
nee and uncertainties to be more important 
their counterparts in a previous administra- 
A change in administration brought about by 
jple casting their votes is a perfectly reasonable 
r an executive agency’s reappraisal of the costs 
efits of its programs and regulations. As long 
as the agency remains within the bounds established 
by Congress, it is entitled to assess administrative 
records and evaluate priorities in light of the philo so¬ 
ph}' of the administration.” Motor Vehicle Mfrs. Assn. 
of United States, Inc. v. State Farm Mat. Automobile 
Ins. Co., 463 U. S. 29, 69 (1983) (concurring in part and 
dissenting in part). 
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V 

One might nonetheless claim that, even if my interpre¬ 
tation of the FDCA and later statutes gets the words right, 
it lacks a sense of their “music.” See Helvering v. Greg¬ 
ory, 69 F. 2d 809, 810-811 (CA2 1934) (L. Hand, J.) (“[T]he 
meaning of a [statute] may be more than that of the sepa¬ 
rate woidfi as a melody is more than the notes . . Such 
est on either of two grounds, 
might claim that, despite the FDA’s legal 
je its mind, its original statements played a 
the enactment of the later statutes and 
ay a critical part in their interpretation, 
traditional view was largely premised on a 
ility to prove the necessary statutory “in- 
ent. See, e.g., FDA Enforcement Letter 240 
basis for the exclusion of tobacco products 
risdiction is the fact that tobacco marketed 
smoking without accompanying therapeutic 
ot meet the definitions . . . for food, drug, 
etic”). The statement, “we cannot assert 
r substance X unless it is treated as a food” 
jurisdiction if the agency later establishes 
e X is, and is intended to be, eaten. The 
of tobacco-related authority sufficiently 
ind of statement that they should not make 
rpretive difference. 

might claim that courts, when interpreting 
Id assume in close cases that a decision 
with “enormous social consequences,” 1994 Hearings 69, 
should be made by democratically elected Members of 
Congress rather than by unelected agency administrators. 
Cf. Kent v. Dulles, 357 U. S. 116, 129 (1958) (assuming Con¬ 
gress did not want to delegate the power to make rules 
interfering with exercise of basic human liberties). If 
there is such a background canon of interpretation, how- 


a claim 
First, 
right to | 
critical 
now sho 
But the 
perceiv 
tent” re 
e s 
F 
he 

claims, 
device 
jurisdictio 
would 
that su 
FDA's 
resembl 
the criti 
Secon 
statutes 






://legacy. library, ucsf. 


fw.industrydocuments.ucsf.edu/docs/zjgl0001 


* T -$T ZlZZ'Z 




1 v *v. > * 

# '<H ' . ' • 

% A . , ‘ ‘ ..W-"’ %&#* • 




. '^ ■ ■- * ’ * \ / 

• o. 

•r •• •'(' 


■n>tr>svN/ <si \v:» j..*./><*m >rv 'p'oiiacjkv <:ojn‘fw».A'vv< w 

U *«•*/ / / V/V iSV.in-/ /.[»»<I*:r j 7/«\ A«**i/»«•/.// ./< i.V.’l.* 




1» 1 < < i*-«m •. 
!'■<•» ill I, 1 . 4 . - 
I'.t-fl *0*1 



SRR, AJIHENS 
S TEW*Kf 
OflEER 
CROHN 

UKN.SON 


GeutlemeD: 

ETC SnioJi i > 



cohribEirmb 






C ISFWlS Ol 

aiiU jumip^Qov, 1 
that it bni 
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ip believe that the FTC Ime. rectivod from Phipps 
eg machine lor carbon monoxide analysis, 
beei» in utie at the FTC since December 1977 '. 



Commission ma ^ &nnouncc thu-t it is testing cl^arot le -f.rsnhu 
carbon ip onc^^Ai together with n tar" anJ nicotine, and ask 
companies ish the result^ ns they apply to particular 

nds. Mccaube or|this possibility, it has boon suggested 
t the induKlj^^bould do BOme initial buck ground won-: in 
boring data ^Jt^jarder to be prepared to respond to any 
tiativo by frropfyC. ■ ; 

action Khou^dlS taken which would in any way expedite the ■ 
mission's consideration of CD. - 

ithc intorcst of careful consideration of the iacts and full 
’clopinout of the best arguments nod petitions relative* to (jf> 
ltJng # the duggcrttion bap boon wacta that each c.ompany fdmiild 
hot carbon monoxide tests utilizing monitor ciiiiiroltou. ■ 

Iii addition to u normal “tar" delivery cigarette, .n low *‘tar M 
monitor might be employed &b well. letch company would forward li.«j 
data ib blind form, i.c, method undiiioloued nml company vmdi svj u:n-d, 
to Covington It Jhiriicn who would then forward the data to 
lb*. Arkin for statistical annlysrie. Snob an &'n.vlyt;i.s toulcj 
product) UBoful information a« t to inherent dclic-iencios In any 
carbon monoxide testing program ior either regular "tar" -or 
lovy ’’tar." products as proposed by the Commission ns well as in 
the required sample size, 
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TJ<o nonlysis wight bo useful in the? prossputn t J on of f»>o 
industry's objections lo a proposed FTC program lo ui-Joj i-Hit 
csirbofj fcooo^Sde testing it ft naolvino that reads CO along tilth 
"la-r" and nicotine* Id addition ))r, Ark in might ).c- available 
a .witness' on Ibis &ubjeut. 

K’o restate, «ach company would dctbniiine CO delivery using, l.no 

4 eferfeDcc cigarettes and its respective testing, mothritfa. Only 
bo* analytical data would bo sent to dr. Topol who in turn 
would ask In*., Avfcift to do a prclJUiiubrY evaluation o i 1J«e inter* 
pfl-aboraiory vu ^j r |^ ioos, There would be r.o cliecussion or pussiiga 

this time on tbo -various method* Vised, 

natter P*$3\»e discussed tomorrow evening, March !£.- 



Cordially, 




bino 





-.. * . 


I. 


* f l *i * V r?W>#ri'l . * 
• .'i ;* v > 

: • . ?*}*&& 

' '.': H • V . 
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PHILIP MORRIS 


RESEARCH CENTER: P.O. BOX 3D. RICHMOND, VIRGINIA 23206 TELEPHONE (703} 275-M61 


T \ 


October 24, 1969 


PLAINTIFF’S 

EXHIBIT 

7 






Mian Topol, Esq. '7^7* 7 

tovlngton & Burling 

888 Sixteenth §|reet N.W. 

pashlngton, 0.^^0006 

g)ear Allan: ^ 

I am pleased tfPaBvIse you that the technical representatives of the sponsors 
M the Chemos^P%pt program have all approved the protocols described as 
follows: liiilii 

1. The HazptJ^rotocoTResearch Proposal No. P-454-102 for 
k (^^yingp^ta|ie bioassay test, and : 


3r manufacture of Chemosol treated and control 
3 October 1, 1969. These protocols are contained 
copy of the Protocol Subcommittee Report in the 
r dated October 2, 1969, with attachments, from 
Ison, Chairman of the Subcommittee. 


cigarets^ 
in the at^ 
form of a 
Dr. Eldd 




It has been the manufacture of the cigarets that the P. Lorillard 

Jompany wouIoVreqare the strips of tobacco, blended in the proper proportions 

|o match the KewHlKy Reference Cigaret formula, and ship them to R. J. Rey¬ 
nolds Compan>^^^^ns ton-Salem for treatment and conversion into the finished 
Cigarets. Accordingly, Dr. Murray Senkus, of Reynolds, will name the person 
|rho will act as the industry technical representative in your negotiations with 
American Chemosol Corporation for the purpose of specifying the conditions of 
j^eatment and securing the certification of the sample, as mentioned in my 
jitter addressed to Mr. Thomas Austern, dated September 26, 1969. 

Please be reminded of our recommendation that the Industry side insist that the 
American Chemosol Corporation not give any publicity to the submission of these 
two protocols to them for their examination or to reveal in any way the details 
of the test program to the public press. We believe that this testing should be 
done quietly and without fanfare. 

680145714 




BENSON & HEDGES PARLIAMENT PHILIP MORRIS MARLBORO PERSONNA BLADES CLARK GUM 


http :7/legacy.library.ucsf.ediStwMzlqOBrflpfi/y(d«sHA/w. industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1417 








c 


Mr. Allan Topol 


• 2 - 


October 24, 1969 



If you or your associates require any further amplification of the protocols 
or wish to discuss the program as a whole from a technical point of view, 
suggest that we call a meeting of the technical representatives at some 
utually convenient date" for this purpose*. 

t- 

Sincerely yburs. 



cc: Mr. Word' 
^ Mr. Jame 
Dr. Murr 
Dr. A. W| 
Dr. W. 

MfPw. B 
ffli^Sdwa 




H. Wakeham, Vice President 
Corporate Research and Development 


<n 

go 
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rf* 

cn 
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MEMORANDUM 


Internal Memo # 4376 



March 1, 1996 
TO: 

FROM: 

UBJECT: 


M. A. Sudholt 
R. T. Walker 

The Effect of Diammonium Phosphate (DAP) on Smoke 
pH and Nicotine Delivery 


ROJECT MO.: Q 449 Analytical Support 





application of diammonium phosphate to the tobacco 
r^ffect on total and puff by puff smoke pH and 
effect on puff by puff nicotine, TPM, and 
to TPM delivery. The total nicotine to CPM 
cted by increased DAP. 



INDINGS: 

increase 
end had li 
ad no signi 
atio of nic 
atio was no 

INTRODUCTION 

has been #e§o'rted by Amitage and Turner that the rate of 
soxp^^n o^i^^tine by the smoker is dependent on the pH of 
he dq&a^ered^moke. Nicotine in basic tobacco smoke, like that 
f cigars, i^rgapjrotonated and more readily absorbed than 
nicofrW%n r^W^icidic tobacco smoke, like that of cigarettes 
1 ) * 


iammonium pho 
n the manuf 
as a basic 
ffect its u/e 
igarette snv 
his study w 
hat current 
elivery of 



te (DAP) , _ (nh < ) 2 hpo < , is used at low levels 
ng of Lorillard brand cigarettes. Because DAP 
8 <2), there has been some concern about what 
cigarette blends may have on the pH of the 
d the delivery of nicotine. The objective of 
determine if an application level higher than 
ng used would affect the pH and level of 
ne in cigarette smoke. 


n a previous study (3), several cigarette samples were made 
ith DAP concentration in the range of 0.4% (control) to 3.0% 
weight. Standard Smoking Lab and Leaf Lab analyses were 
erformed. Nicotine yields per puff were calculated by dividing 
total yield by the number of puffs. Smoke pH was measured 
the total cigarette. An increased level of DAP was found to 
ard the burn rate of the cigarette, thereby increasing puff 
count. 
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In this study, two cigarette samples with different levels of 

DAP were compared. Particulates for each puff were collected. 
Puff by puff pH and yields of nicotine and TPM were determined 
in order to better simulate the delivery to the smoker. Total 
cigarette smoke pH and water soluble phosphate on the tobacco 
were also determined. Standard Smoking Lab and Leaf Lab analyses 
were performed. 

EXPERIMENTAL : 




Sample Preparation 

o trays of each sample were prepared by K. Barrett of Product 
Development. The control, coded as Sample 1411, was prepared 
with 0% application of DAP. The sample, coded as Sample 1412, 
as prepared with a 2.6% DAP application by addition of 589.68 
•grams of DAP to the burley casing. Because RL is manufactured 
^ajwith DAP, the control and the sample had a final calculated 
™concentratidllxr>£y 0. 4% and 3.0%, respectively. The samples were 
onditioned |gf^f| 0 F ± 2°F and 6 0% ± 2% relative humidity for two 
weeks befcreatesting was continued. 



inokingr Lab 

ufficient 
eight and p 
by standard 
ith 5 cigar 

garettes. 


Ana 
f e 

Snopkowsk 
ample were 

C Analysis 


►sis 








ties of each sample were selected based on 
re drop for testing. Cigarettes were analyzed 
ds. Five replicates were made of each sample 
per pad. Pressure drop is the average of 25 


bacco sample were submitted to H. Efird and 
he Leaf Lab for analysis. Duplicates of each 
ed. 

osphate 

ch sample were submitted to F. Perini for 
romatography (IC) for determination of water 
concentration (4). Four replicates of each 
ed and the results were reported as percent 


igarettes from 
nalysis by 
oluble phos 
sample were 
ydrogen pho 

racking Procedures 

Standard smoking methods (5) were used. For puff by puff 

alysis, each sample was divided into sets of 45 cigarettes, 
ach set was smoked in 5 rounds of 9 cigarettes with 1 clearing 
f per round. Particulates were collected onto Cambridge filter 
s for each puff. Cigarettes were smoked to a butt length of 
36mm. Total particulate matter (TPM) was calculated by weighing 
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each filter pad before and after use. This method was followed 

for puff by puff smoke pH and puff by puff nicotine analyses. 

For analysis of total cigarette smoke pH, 5 cigarettes were 
smoked per pad. Total particulate matter (TPM) was calculated. 

A Borgwaldt RM CS/20 smoking machine with a twin filter 
attachment was used for smoking the cigarettes. The smoking 
machine was calibrated to draw a 35ml puff from each cigarette 
once per minute. It was set to mode 10 and partial puff counts 
were recorded. 

moke pH Analysis 

following an established method {6) , each pad was transferred 
~o a 100ml beaker and extracted with C0 2 -free deionized water 1 
yith 5 minutes of stirring under a nitrogen atmosphere. For 
’ach extract^pH readings were taken after allowing contact 
etween the ^c^^^|i-on and the electrode for 5 minutes under an 
tmosphere ofpfaxlrogen. Six replicate sets of the 0.4% DAP 
pntrol and e£,gh& replicate sets of the 3.0% DAP-sample were 
alyzed. A4L'~*$mifeed filter pad was treated as the sample 
olutions an<ta4®^rmined to have a pH of 9.77. 



Fisher Ac c 
ation silve 
measurements! 
ffer solut 


icoti 







Four^^i; a. c a 
he o.Wmp 
tracted us 
echanical s 
ample extrac 
ore membran 
as determinesLJay 
ethods. ^ 



odel 805 MP pH meter equipped with a combi' 
yer chloride electrode was used for the pH 
meter was calibrated with pH 4 and pH 10 
o an efficiency of at least 0.95. 


s of 45 cigarettes were analyzed for both 
ol and the 3,0% DAP sample. Sample pads were 
opropanol with 35 minutes of agitation on a 
Anethole was used as an internal standard, 
re filtered into autosampler vials using 0.45jim 
ers. Nicotine concentration in the extracts 
G. Dumas of the Smoking Lab by standard GC 





SULTS: 

‘he data wer^dompared statistically using "t" and *F“ tests, 
icotine: TP#cfni3§ pH puff by puff profile shapes were compared 
tatistically using correlation-based algorithms (7). Results 
^roxn the previous study (3) and the current study were compared. 
Data from the two studies were not compared as there is the 
ossibility of differences between the samples from the two 


*The pH of the water should be in the range of 6.5 to 7.2. 
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studies due to other variables such as differences in the 
tobacco blends, or differences in uptake of DAP. 

Tobacco and Total Smoke Comparisons 

1. With respect to Smoking Lab data, the 0.4% DAP control and 
the 3.0% DAP sample were statistically similar. The 3.0% 
sample had a higher puff count than the control sample. 

The means and standard deviations for five replicate trials 
are reported in Table 1. From the previous study, the 3.0% 
pr \ sample had statistically higher values than the control for 

i | nicotine, CPM, and ratio of nicotine to CPM(3) . The 3.0% 

sample also had a higher puff count than the control. 



able 1. Smoking Lab Data 

K. Control (0.4%) 


(mg/puffer J 
CPM (mg/pucrT*"" ! 

N i c : C PM f | 

Ni c (mg/cifg) ; 

1 (mg/cifff^ I 

Puljfj: o u ' 


Sample (3.0%) 


Mean 

Std dev 

Mean 

Std dev 

0.148 

0.003 

0.153 

0.010 

2.20 

0.06 

2.22 

0.13 

0.0675 

0.0011 

0.0692 

0.0012 

1.26 

0.03 

1.38 

0.09 

18.66 

0.57 

19.95 

1.15 

8.5 

0.2 

9.0 

0.2 


Leaf Lal^ 
for % n&l 
3.0% samr 
Similar ll 


l for the two samples appeared similar 2 except 
in, % TVB, and pH for which the values for the 
ippear to be greater. See Table 2 for data. 

.ts were found in the previous study. 





Statistical comparisons are not possible for Leaf Lab data 
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Table 2. Leaf Lab Data 



Control {0.4%) 

Sample {3.0%) 

% Nitrogen 

2.83 

3.06 

% TVB 

0.52 

0.78 

% Nicotine 

1.89 

1.85 

% Ash 

14.5 

14.5 

% TRS 

8.0 

7.6 

Vol 

212,0 

219.0 

PH 

;_i . fa i — 

5,30 

5.44 





The lev 
was det 
sample, 
0.69% ± 
contain 
the con 

The tot 
sample, 



>uff by Fuff 

The puff 
0.4% con 
sample s 
to 7.9 p 
had an a 
average 


of water soluble phosphate, reported as HP0< 2 ~, 
l?§pd to be statistically greater for the 3.0% 

.53% ± 0.06%, than for the 0.4% control, at 

The results confirmed that the 3.0% sample, 
ificantly greater amounts of phosphate than 
ample. 

arette smoke pH was greater for the 3.0% 

33 ± 0.03, than for the control, at 6.15 ± 

K was determined to be 2.53 ± 0.02 for the 
.37 ± 0.13 for the -3.0% sample. Results from 
study indicated no difference between the 
he 3.0% sample with respect to total smoke pH. 


nsons 

s for the 3.0% sample were higher than for 
For the puff by puff pH analysis, the 3.0% 
to 8.9 puffs on average. The control smoked 
For the nicotine analysis, the 3,0% sample 
puff count of 8.8 and the control had an 
ount of 8.1. 




With res#PPP|:o puff by puff smoke pH, the 0.4% control had 
a statistically higher pH than the 3.0% sample for puffs one, 
two, three, five, and six. See Figure 1 for comparison plots. 
The means and standard deviations for six and eight replicate 
sets for the control and the 3.0% sample, respectively, are 
shown in Table 3. 




u> 
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Table 3. Puff by Puff Smoke pH 


! 






Control <0 

. 4%) 

Sample (3 

.0%) 

Puff 

Mean 

Std dev 

Mean 

Std dev 

1 

7.06 

0.12 

6.44 

0.46 

2 

7.10 

0.08 

6.57 

0.41 

3 

7.21 

0.35 

6.58 

0.32 

4 

6.97 

0.09 

6.54 

0.36 

5 

6.91 

0.09 

6.48 

0.33 

6 

6.78 

0.06 

6.37 

0.30 

7 

6.67 

0.31 

6.31 

0.29 

8 

, 6.62 

0.32 

6.35 

0.31 

9 

■m 


6.48 

0.46 


For all 
differe 
for TPM 
standard, 
puff ni 


Table 4. 



total particulate matter was not statistically 
the control and the 3,0% sample. See Figure 2 
by puff plots. See Table 4 for the means and 
ation for four replicate sets from the puff by 
study. 


Puff TPM (mg/puff 


Control (0.4% 


Sample (3.0%) 


ean 



1.55 




. 62 


.00 


.11 


.30 


.36 


.50 


3.02"' 


2.47"" 


total 


19.93 


Std dev 


Mean 


0.12 


1.34 


0.17 


1.59 


0.04 


1.90 


0.05 


2.02 


0.05 


2.33 


0.25 


2.50 


0.26 


2.69 


0.72 


2.74 


1.44 


3.79*' 


20.90 


Std dev 


0.19 


0.31 


0.19 


0.21 


0.05 


0.06 


0.03 


0.55 


0.61 


'From the puff by puff nicotine analysis 

"partial puff; partial puffs often yield poor precision 
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The per puff delivery of nicotine was similar for all puffs 
for the control and the 3.0% sample. See Figure 3 for puff by 
puff comparison plots. The means and standard deviations for 
four replicate sets are shown in Table 5 for each sample. 



Table 5. Puff by Puff Nicotine ([lg/puff) 


Puff 


1 

2 

3 

4 

5 

6 

7 

8 
9 


| tol 


Control (0.4%) 


Sample ( 3 . 0 %) 


Std dev 


Std dev 



83.94 

3.67 j 

75.84 

10.86 

108.0 

12 .0 

108.2 

24.5 

3 , 35.9 

4.5 

131.7 

13.1 

^ 42.6 

3.5 

139.6 

19.7 

^ 56.0 

6.6 

161.5 

5.5 

^ 54.6 

16.0 

179.4 

26.5 

|# 60.3 

18.6 

177.5 

0.6 

^§64 . 4 ' 

32.0 

17 5.6 

37.3 

. 6 ' 

68.6 

19 9 . 6 * 

25.2 

H | 9.4 


1349.0 



The ratio 5 
all puffs 
sample w^s 



icotine to TPM was statistically similar for 
pt puff eight for which the value for the 3.0% 
her. See Table 6 and Figure 4 for comparisons. 
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Table 6. Ratio of Nicotine to TPM Data 


i 

*»' 


fv¥*r ; 



Control (0.4%) 

Sample (3.0%) 

Puff 

Mean 

Std dev 

Mean 

Std dev 

1 

0.0543 

0.0027 

0.0565 

0.0018 

2 

0.0666 

0.0012 

0.0678 

0.0027 

3 

0.0675 

0.0013 

0.0693 

0.0010 

4 

0.0676 

0.0015 

0.0686 

0.0021 

5 

0.0678 

0.0015 

0.0693 

0,0014 

6 

0.0654 

0.0011 

0.0717 

0.0091 

7 

; 0.0641 

0.0014 

0.0664 

0.0009 

8 


0.0039 

0.0640 

0.0018 


t ' i in»r irnr— ; 

mmsEm a— 

0.0053 

0.0530* 

0.0019 



The puff ? 
statist! 
plots were 



ff nicotine:TPM plots were determined to have 
similar shapes. The puff by puff smoke pH 
etermined to have statistically different shapes. 



ISC 




'he addition 
(mail effec 
r hich were s 
imoke pH of 
'he pH of th 
otal cigarette 
esulting fr 
trix. Tob 
8 ) . 





cess DAP appears to have had a relatively 
he pH of the tobacco smoke. For the five puffs 
ically different, the average puff by puff 
ntrol was 6.2% to 9.2% higher than the sample, 
le was 2.9% higher than the control for average 
oke pH. . This is reasonable because the smoke 
burning of cigarettes is a very complex 
moke is highly buffered against changes in pH 


he puff by values for the 3.0% sample were slightly 

ower than those for the 0.4% control for values which were 
tatistically different. Conversely, the total cigarette smoke 
pH was slightly higher for the 3.0% sample than for the control. 
1though these results were unexpected, they were very repro- 
ucible. The percent relative standard deviations (%RSD) for 
t by puff pH ranged from 0.9% to 4.8% for six replicate sets 
the control sample and ranged from 4.6% to 7.1% for eight 
replicate sets of the 3.0% sample. For total smoke pH analysis, 
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the %RSDs were 0.4% for each of the samples. X stronger emphasis 

should be placed on the puff by puff data because this method 
more closely simulates the act of cigarette smoking. 

CONCLUSIONS: 

In the puff by puff pH analysis, the control sample, with 
0.4%(w/w} applied DAP, had a slightly higher pH for five of 
the eight puffs compared. For total smoke pH, the sample, with 
a 3.0%(w/w) application of DAP, had a higher pH at 6.33 ± 0.03 
than the control at 6.15 ± 0.03, but its pH was still acidic. 

\The shapes of the puff by puff pH profiles were statistically 
^different for the two samples. 

.No differences were detected in the TPM and nicotine puff by 
l^puff data. The ratio of nicotine to TPM was statistically 
'similar for all but one puff. The puff counts for the 3.0% 
,sg|sample were greater than for the control. The shapes of the 
*jpuf f by puff? IfteLadtine: TPM profiles were similar for the control 
i%nd the sampHi?' I 


FUTURE STUDIES^- 



*rhe smoke pH‘ 
Adequate for.; 
Ineasure for ^ 
that an attel 
suitable forj 
i# exploratil 

£igara|$^ and 
Inatter’d iO) . j 



g d used in this analysis has proven to be 
rative studies but is only an approximate 
of tobacco smoke (9). It is recommended 
made at developing a method that would be 
experimental circumstances. Also recommended 
)n.|ob the relative dependence of puff by puff 

been reported in the literature that for total 
*/ses, pH is strongly dependent on total particulate 



Walker 


slm:v908 ; , 

Ic: K. D. Bairjbd 
f T. D. 

J. M. Johnson 
f S. T. Jones 
V. Norman 
\ F. R. Perini 
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R. M. Striegel 
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Figure 1. Puff by Puff pH Comparison 
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Figure 2. Puff by Puff TPM Comparison 
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Figure 4. Nicotine:TPM Comparison 
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zcr: 


ZCT HO. 


Summary of the Effects of Ammonium Carbonate, Ammonium 
Bicarbonate, Urea and Diaircncnium Phosphate on Smoke 
pH,- Smoke Data and Leaf Chemistry 

Analytical Support 



rINNINGS: 

icco nicotin 
stives studi 
diammonium phos 
jLcotine and co 

ionium bi 
sa'ratissas^pH 






not affected by the additive*. The four 
ea, ammonium carbonate, ammonium bicarbonate and 
vtra found to modify the smoke delivery of 
d particulate matter. Urea, ammonium carbonate 
ate additives were found to increase the 
collected smoke oarticulates. 




moke pH, m 
ettes with 
ium carbon 
hate (DAP) 
ata to dete 
ive cigaret 
erformed o 
ences amon 
ive were gr 
concentrat 



earn smoke delivery and leaf chemistry data for 
rent concentration levels of the additives urea, 
C) , ammonium bicarbonate (ABC), and diammonium 
determined (1,2). Statistical evaluations of 
significant differences between the control and 
re performed (3) , Group and pairwise analyses 
mainstream smoke delivery data to determine if mean 
cigarettes at all concentrations for a single . 
than would be expected by chance and, if so, 

Vel cigarettes were different from the control, 
analyses, were also performed to determine if the results 
sed, decreased or did not correlate as the percent additive was 
eased, Trend analyses were performed on smoke pH, mainstream 
delivery,^leaf chemistry end nicotine transfer data. 

Th$flP|nemo r an dun provides a summary of the results obtained from the 
stpS^i^Plica! evaluations. An additive was determined to have an 
impact if a trendor threshold ,effeet was evident. In some case*, 
lower additive .level .cigarettes were significantly different from the 
control while.-higher -additive level cigarettes were not significantly 
different from the control. f This indicated that the additive was not 
the cause for the.differences whieh were found. 
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In evaluating sraoko pH data, it should, be noted that the repoarted. 
smoke pH is a measurement of the pH of an aqueous extraction of 
collected smoke particulates. The Henderson-Haaelbach. equation (4; 
relates the pH. of. .aqueous extractions of collected smoke particulate^ 
to percent levels of protonated and. unprotonatad nicotine in the ^ 

aqueous solutions. Increases in smoke pH can result in. increases 

the calculated percent unprotonated nicotine in an aqueous solution. 
It is not known whether a similar effect would, occur in the smoke 
aerosol. 


EjC? SRI MENTAL: 


The control and additive cigarettes were made by the Product' 
lH^velopment Department. Cigarettes containing urea, ammonium . 
carbonate (AC) or ammonium bicarbonate (ABC) were made with an Old •• 
c^iId 85 construction. The additives were applied to the tobacco at 
py% (the eontdbi^., , 0.5%, 1.0%, 1,5% and 2.0% levels. The cigarettes 
iifmtaining di^|pil|ium phosphate (DAP) were made with a Newport 85 
construction Und. the additive was applied at 0.4% (the control)/ 

%, 2-0% and„.^5.?t % 1 eve 1 s . 

||ltaf Labor at oPy^d Smoking Laboratory personnel performed the leaf 
gg&enistry andjj&raj$lstreajn smoke delivery analyses. Comparative smoke 
pH analyses yjarff--P«rfonnfld by members of the Research Analytical 
Development slrcSHn. The percent unprotonated nicotine in aqueous 
;^ 9 ,lutions and||gjj|gypercent nicotine transfer from leaf to smoke was 
Calculated frlsmt'Ehe experimental data, 



^ylSlSANog 

w^s either DuHH 
statistical aj^| 
jfciett's tesS 
tjhst was used w 
iS^sed when theife 
analyses were^pj 
faults of thesi 

3 ses where alM! 

st, the. ave^< 
siven. W 


ctical analysis method used was One Way Analysis of 
I and the pairwise statistical analysis method used 
slP|or Dunnett's Pairwise Multiple Comparison. The 
yiges were run at a 95% confidence level. Dunn's and 
^LTe advanced forms of the student t-teat, Dunnett' S 
the. sample sires were equal and Dunn's test was 
tattle sizes were not equal. These statistical 
triformed on mainstream smoke delivery data only. The 
‘.Statistical testa are displayed in Table 1. In the 
Mistical difference was found using the pairwise 
re^percent difference relative to the control is 


Pearson PrtfssSdt Moments Correlation run at a 95% confidence level 
s used to establish trends. Trend analyses were performed on smoke 
, mainstream smoke delivery and leaf chemistry and nicotine 
transfer data. Data used in these analyses are shown in Tables 2 
trough 5. 

following Smoking Lab data were evaluated: 1) mg nicotine per 
cigarette, 2) mg corrected particulate matter (CPM) per cigarette, 3) 
puff count per cigarette,. 4) mg nicotine per puff, S) mg CPM per 
puff, 6) nicotine per CPM and 7} nicotine per CPM per puff. The 
following leaf chemistry data were evaluated: 1) percent nitrogen, 

2) percent total volatile, bases (TVB) , 3) percent nicotine, 4) 
percent total reducing substances (TRS) and 5) tobacco pfi. 
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RESULTS: '< 

URTA 

The addition of urea tc cigarette tobacco waa found to increase the 
1) nicotine per CPM, 2) percent nicotine transfer from leaf to smoke 

per cigarette and 3J smoke pH. A summary of the effects of adding 
urea to cigarette tobacco, baaed on results from statistical 
evaluations of the analytical data,, is shown below. 



Tobacco 


Chemistry 



e addition of urea to the tobacco did not affect the percent 
nicotine in the tobacco blend or the leaf pH, As the percent added 
ea was increased, corresponding increases were seen in the percent 
trogen, percent IV3 and. percent TRS in the tobacco. 

instream Sacke Delivery 

The addition j§1Pu±ea to cigarettes,without filters did not affect the 
lowing maipstr^am smoke variables: 1} nicotine per cigarette, 2) 
per cicax^||gy 3) puffs per cigarette, 4) nicotine per puff, 5) 
per puff nicotine per CPM per puff. Results for the 

ltered cigarette were similar, 


The addition 
?er CPM ratio: 


rn el 




cigarett 

o.oas (2 

from 5 to 
show thi 

Variatio 
effect of 

•cent. Micot 


ea to unfiltered cigarettes did affect the nicotine 
he mainstream smoke. 


trend was observed between the increasing delivery of 
and an increasing level of urea in unfiltered 
icotine per CPU increased from 0.077 (control) to 


filtration aay have obscured the relatively small 
on the nicotine per CPM ratio. 

’ransfer 





ositive trend wks observed between increasing levels of urea and 
reases in iPMpereent transfer of nicotine from the leaf to the 
fikm on a per cigarette basis,. This effect was observed in both the 
iltered and filtered cigarettes. The percent nicotine transfer ■ 
creased from 12.2% (control) to 13.5% (2.0% urea) in the unfiltered 
arettes and from 6,5% .(control) to 7.0% (2.0% urea} in the 
tered cigarettes 

aratlve Smoke' ofl - Tilt a red Cigarettes 

As the percept of added urea was increased, the .comparative smoko pH 
increased from 6.-70 (control) to 7.19^ (2.0% urea). The observed 
smoke pH increase-, for .urea cigarettes would „increase the calculated, 
percent unprotor.ated nicotine in an aqueous solution from about 5*- 
(control) to 13%.(2.0% urea) * 1 
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AMMONIUM CAKBONAT2 


The addition of ammonium carbonate (AC) to cigarette tobacco was found 
to increase the i) leaf pH# 2) nicotine per puff, 3} nicotine per C?M, 

4) nicotine per C2M per puff, 5) percent nicotine transfer from leaf to 

smoke per puff and S) smoke pH. A summary of the effects of adding 
ammonium carbonate to cigarette tobacco, based on results from, 
statistical evaluations of the analytical data, is shown below. 



b acco Chemistry 

e addition of ammonium carbonate to the tobacco did not affect the 
percent nicotine or the percent TRS in the tobacco blend. As the 
’“reent added ammonium carbonate was increased, corresponding increases 
v$re seen in the percent nitrogen, percent TVB and leaf pH of the 
bacco 

^instream 3ra 





addition 0 
ect the fo 
arette, 2) 
f. Result 


e addition 
following 
andnil 

ne 


The addit 
increase 
0.038 . 
control. 
increasin 
appeared. 
0,5% ammo 
was not r 





livery 

onium carbonate to unfiibered cigarettes did not 
g mainstream smoke variables; 1) nicotine per 
M.*per cigarette, 3} puffs per cigarette and 4) CPM per 

the filtered cigarettes were similar. 

onium carbonate in unfiltered cigarettes did affect 
variables: 1} nicotine per puff, 2) nicotine per 

per CPM per puff* 

CPU 


f ammonium carbonate to unfiltered cigarettes 
nicotine per CPM ratio from 0.077 (control) to t 

rcent increases ranged from 4 to 14% relative to the 
nicotine per CPM was not found to increase with 
els of additive,, as in a trend; Rather there 
a threshold concentration, less than or equal to 
arbonate, above which the impact of the additive 
to concentration. This has been noted as a 
t (3) . The corresponding filtered.cigarettes 
effects. 



Nicotine per Puff , and Nicotine per CPM per Puff 

Positive trends were observed between increasing delivery of 
nicotine per .puff and. nicotine per CPM per puff with increasing 
levels of,ammonium carbonate .in the unfiltered cigarettes. 
Nicotine per.puff increased from about 0.28 mg/puff (control) to 
0.31 mg/puff with percent increases ranging from 4 to 10%. The 
ratio ■ of .nicotine per CFK per puff increased from about 0.0092 
(control) to;0.0105 with percent, increases ranging from.6 to 14 V. 
The .corresponding filtered cigarettes .showed similar effects. - 
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Percent Kiectina Transfer 


A positive trend was observed between increasing levels of ammonium 
carbonate and increases in the percent transfer of nicotine from the 
leaf to the smoke on a per puff basis for the usfiltered cigarettes. 

The percent nicotine transfer on a per puff basis increased from 1.3% 
(control) to 1.5% (2.0% AC). An increase in transfer was not observed 

in t-he corresponding filtered cigarettes. Variations in filtration may 
haye obscured the small effect that ammonium carbonate had on the 
jpe^cent nicotine transfer per puff. .1 

Cpreparative Smoke pH - Tiltered Cigarettes 

As^the -percent of added ammonium carbonate was increased, the 
comparative smphe pH increased from 0.70 (control.) to 7,38 (2.04 AC), 
e observed stfiojce^pK increase for ammonium carbonate cigarettes would 
rease the caffiPf^fated percent unprotonated nicotine in an aqueous 
lution from Ebout Si (control) to 15% {2.0% AC) . 




NXUH B2 



addition o 
fodnd to incre 
of puffs per cjTgax 
oke pH. 
garette t 
analytical 





addition o 
f'cent nicoti 
cco blend, 
reased, cor 
eaif pH of the 

istream Smo 






nium bicarbonate (ABC) to cigarette tobacco was 
e 1) leaf pH, 2) nicotine per cigarette, 3) nusdber 
te, 4) nicotine per puff, 5) nicotine per CPM and 
ary of the effects of adding ammonium bicarbonate 
based, on results from statistical evaluations of 
is shown below. 


nium bicarbonate to the tobacco did not affect the 
e percent nitrogen or the percent TRS in the 
he percent added ammonium bicarbonate was 
ding increases were seen in the percent TVB and 

CD . 


iverv 


addition of^SpTOnium bicarbonate tc cigarettes without filters did 
affect the Mdls||&wing mainstream smoke variables: 1) CPM par 
Brette, 2) dvW'"pt? P^ff and -3) nicotine per CPM per puff. Results 
the filtered and unfiltered cigarette were similar. 

addition of ammonium _ bicarbonate . to unfiltered cigarettes was found 
iffact the. following smoke variables:. 1) nicotine per cigarette, 2) 
>er of puffs per cigarette, 3) nicotine per puff and 4) nicotine per 
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For unfiItered cigarettes, the values of nicotine per 

cigarette, nicotine per puff and nicotine per CPM were higher 

for cigarettes containing ammonium bicarbonate t-han for the 
control cigarettes. There was no trend where increases in the 
smoke variable corresponded to increases in the percent 
additive. Rather there appeared.to be a threshold 
concentration, less than or equal to 0.5% ammonium 
bicarbonate, above which the impact of the additive was not 
related to concentration. 


Niccti 

percen 


Nicotine per cigarette increased from 2.3 mg/cig (control) to 
2.7 mg/cig with percent increases ranging from 8 to 17%. 
Hicotiifce per puff increased from 0.2 8 mg/puff (control) to 
0,32 mg/i*pi£ with percent increases ranging from 6 to 13%, 

pet C3>M increased from 0.077 (control) to 0.090 with 
nefreases ranging from 9 to 17%. Similar increases 
Fwith filtered cigarettes, 

ffs per Cigarette 

of ammonium bicarbonate in unfiltered cigarettes 
level increased the number of puffs per cigarette 
.3 puff/cigarette to about 9.0 puff/cigarette. 
t of cigarettes containing lower levels of 
arbonate were not different from that of the 
liar results were obtained for filtered 



Percent Nice 


Transfer 



o trend was|ffii^rved between increasing levels of ammonium 
icarbonate iy^CLincreases in the percent transfer of nicotine from 
leaf to the 4moke for either the unfiltered or the filtered 
igarettes . 


onparativa 



■pH - Filtered Ciqarattaa 


the percei^P^^ added ammonium bicarbonate was increased, the 
.omparative smoke pH increased from 6,70.. (control) to 7.26 (2.0% 
C) . The observed smoke pH increase for ammonium bicarbonate 
cigarettes would.increase the percent unprotonated nicotine in an 
eous solution,from about. 5% (control) to .15% (2.0% ABC), 
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D2AHMONTCM PHOSPHATE 



Tiie addition of diammonium phosphate (DAP) to cigarette tobacco vaa 
found to affect the 1) leaf pH, 2) nicotine per cigarette, 3) CPM 
per cigarette, 4) number of puffs per cigarette, 4) nicotine per 
puff, 5) nicotine per CPM, 6) nicotine per CPM per puff and 7) 
smoke pH. A summary of the effects of adding diammonium phosphate 
to cigarette tobacco, based on results from statistical evaluations 

\ of the analytical data, is shown below. 

J 

^ Tobacco Chemistry 

if The addition of diammonium phosphate to the tobacco did not affect 
' the percent nicotine, the percent nitrogen or the percent T&S in 
the tobacc§ blend. As the percent added di ammonium phosphate was 
increased, ^Corresponding increases were seen in the percent TV® and 
leaf pH of y^fcFtobacco 


is? 


} Mainstream 



Delivery 


The addition o"^ di ammonium phosphate to cigarettes without filters 
did not af^^^fithe following mainstream smoke variables: 1) CPM 
per puff nicotine per CPM. Similar results were obtained 

from the ctrretVonding filtered cigarette analyses for CPM per puff 
)Ut not feilMgbtine per CPM. 


The 

affePP^the 

c?m pmm cl 

per puff 


Number 
per C 




dianutoniun phosphate to unfiltered cigarettes did 
liowing smoke variables: 1) nicotine per cigarette, 2) 
e, 3) number of puffs per cigarette,* 
nicotine per CPM per puff. 


4) nicotine 


Puffs per Cigarette, Nicotine per Cigarette and CPM 
tte 


As thirpescent di ammonium phosphate in unfiltered cigarettes 
incre^sedJ corresponding increases were seen in both puffs per 
cigarWElr and CPM per cigarette. Puffs per cigarette 
incre|^g|^from 8.6 (control) to 9.3 (2.0V DAP) representing an 
increMjTM 9%. C?m per cigarette increased from 30.9 mg/cig 
(cont^saiipfco 34.0 mg/cig representing an increase of 10%. 
Similar results were observed for the filtered cigarettes. 
Nicotine per : cigarette for unfiltered cigarettes is different 



Tor filtered cigarettes, as the percent diammonium phosphate 
on the tobacco increased corresponding increases were seen in 
nicotine per, cigarette.. 

The values ( of s nicotine per cigarette, CPM per cigarette and 
puffs per cigarette were higher for cigarettes containing 
diammonium ( -pbosphate relative to the control cigarettes. The 
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increased puff count is probably due to the smolder retardant 
properties of diammonium phosphate changing the burn 
characteristics of the cigarettes (5) . The increases in 
observed nicotine per cigarette and CPii per cigarette appear to 
be mainly due to the increase in the number of puffs per 
cigarette* 


Nicotine oer Puf: 
Puff 


Nicotine per CPM and Nicotine per CPU per 





The results seen for these three smoke variables were possibly 
influenced by the increased puff count and modified burn 
chemistry caused by the smolder retardant properties of 
diammonium phosphate (5) . For the unfiJLtered cigarettes, 
nicotine Fer puff was about 4% less than the control for the 
1.0% ahd2j0% diammonium phosphate cigarettes and about 3% 
hicherypiit the control for the 3.0% diammonium phosphate 
cigarettes.' For filtered cigarettes, nicotine per puff is 
s 1 ioht STy char for the 2,0% and 3,0% diammonium phosphate 

cicare|^^relative to the control. No trends or threshold 
effectsrelcting the small changes in nicotine per puff to added 
DAP cog^Je established. 

pr C?K and nicotine per CFM per puff for unfiltered 
were either less than or not different from the 
t ?all diammonium phosphate additive levels. Nicotine 
reased from 0.074 (control) to a minimum of 0.069 
ing a -7% chance. Nicotine per C?M ; per puff decreased 
(control) to minimum of 0,0077 with'decreases 
m about -€% to -11%. Results for the filtered 
did not correspond to the changes observed for the 
cigarettes. 


if 




Percent Nic 

£ : 

No trend was .ob; 
; increasing 
>For filter®* 
increasing 
percent tri 
cigarette baTsTs 
basis increased 



Transfer 

jerved between percent nicotine transfer and 
s of diaaaonium t phosphate in unfiltered cigarettes 
arettes, a positive trend was observed between 
s of di ammonium; phosphate and increases in the 
of nicotine from the leaf to the smoke on.a per 
The percent nicotine transfer on a per cigarette 
from 8.2% (control) to 9.9% (3.0% DAP). 


Comparative Smoke pH - Filtered Cigarettes 

As the percent..of added diammortlum phosphate was increased, the 
““bxijparative smoke pH of the control at 6.74 was not significantly 
ifferent from, those of the di ammonium phosphate cigarettes which 
ranged, from 6.6B to 6.79. The -calculated percent unprofonated 
nicotine in an aqueous solution’, would, be about 5% for ’ collected 
particulates from, the control ind the di ammonium phosphate 
cigarettes. 
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CONCLUSION: 



The addition of urai to cigarette tobacco was found to incraua smofe* 
pH, but not leaf pH or leaf nicotine. Nicotine per CPM delivery 
increased with increasing levels of urea in the tobacco of unfiltered 
cigarettes. The corresponding filtered cigarettes did not show thi* 
increase indicating that variations in filtration may have obscured 
the relatively small effect that urea had on the nicotine per CPM 
“atio. 

he addition of either ammonium carbonate or ammonium bicarbonate to 
cigarette tobacco was found to increase both smoke pH and leaf pH, 
ut not leaf nicotine * For both additives, increases were observed 
n nicotine per CPM for both unfiltered, and filtered cigarettes, 
o r increases in nicotine per puff were observed for both 
unfiltered altd^ filtered cigarettes containing added ammonium 
arbonate o xl um bicarbonate. 



e addition, 
ut not smofc 
f the di 
hanges in p 
dditive 
phosphate re 
igarette. 
additive cig 
o lO^bi 

it and..the o 



fjdiammonium phosphate was found to increase leaf pR, 
^kJor leaf nicotine. Changes in the nicotine delivery 
phosphate cigarettes appeared to be related to 
ount per cigarette that were observed for this 
ample, a three percent, addition of di.ammonium 
d in producing about one additional puff per 
icotine per CPM per puff in the di ammonium phosphate 
appeared to decrease compared to the control by € 
’ phosphate is known to be a smolder retardant (5) , 
may be a factor in the differences observed between 
three additives. 


tlm; v3 0 0 




T. D. Jessup 
5 . T . Jon es 
V. Norman 
J. R. Reid 
.R. M. Striegel 
Library 


REFERENCES: 


s 

» 


1 . 





Johnson, J. K.; Striegel, R. «M. [Memorandum to H. A. SudholtJ 
The Effect of tononiua Carbonate, Ammonium Bicarbonate and Urea 
on Smoke pH, Smoke Data and leaf Chemistry, Analytical Support 
project Q-449, 14 June 1996. 

Striegel, R. M. [Memorandum to M. A. Sudholt] Effect of 
Diammonium Phosphate on Nicotine Delivery, project B-44S, 4 

October 1994. 


Johnson, J. M. [Memorandum to M..A. Sudholt] Statistical 
Evaluations -of the Effects of Asanonium Carbonate, Ammonium 
Bicarbonate, Urea and Diarflnoniujn Phosphate on Smoke pH, Smoke 
Data and Leaf Chemistry, Analytical Support project Q-449, 24 

July it 



h.F. Reemtsam Gmbh & Co., 2000 Hamburg, 
532, June 30, l9B3. « 


DE, German 


ndex, Tenth Edition, Merck 6 .Co,. Inc., 1983, p. 561. 



t 





GO 

W 

N> 

W 

M 

W 


http://legacyJibrary.ucsf.ediflliidtWq0Rttp@//(2M^/w. industrydocuments.ucsf.edu/docs/zjgl0001 


52312 1442 




Table 1. Evaluations of Statistical Analyses 


I £ MainSt 


ream Smoke Delivery Data. 


In the cases where the additives have a significant effeefc on^tUe measured variable* the results are in bold t/paCac* in 
the tabLe. In the cases where the additives did not bave||i ||iipificflnt effect on the measured variable, the results are 
in normal typeface. Included in the not significant catel|pj|j|f« cases where lower concentration levels were found to be 
significant while higher concentration levels were not found to be signiEl cant. This indicates that the additive was not 
the cause for the differences found. 



* NOTE: F = Filtered Cigarettes and NF‘ « Not Filtered Cigarettes 
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Table t- AveragedSmolwDate -jusedihI 


SMOKING LAB 

FILT EREO CIGARETTES 







IO» 

AddlfJ Vt 

t/KOTwe (uoKyr-i 
PUTf COUNT (PUfflCK) 
CAM (ItOCM) 
WOPUFt 
■ CPkbPUFF 
tfiOCPU 
** wacMtfW 



f 105 

f.OX AC 


IIM 

f.5S AC 


1*97 

3.QXAC 



1198 

119ft 

1190 

Hot 

Q.5% ABC 

1.0% ABC 

f.5X ABC 

3.0% ABC 

1 331 

1 417 

1 119 

141* 

9 363 

13(9 

««7 

•all 

1SC77 

IS 17* 

is m 

19130 

O 17* 

0 171 

D Hf 

OKI 

1 »M 

im 

1 815 

im 

0 00«T 

OOMM 

0 0B3CJ 

0 01168 

0Q11MI 

0 011381 

0QIGG19 

o«mi» 


ton 

iua 

1341 

1342 

7343 

ArfcftV* 

DAP Control 

1.0% DAP 

1.054 DAP 

J.OJtDAP 

WCOTTN6 {UQJC1C) 

X 40* 

’l 407 

(in 

1,142 

PVFFGOWT pUffrCW) 

Mil 

1773 

IlfJ 

tJir 

CPU (UQCIOJ 

10 «4 

19 437 

20 103 

26*73 

MCfWF 

0 1ST 

out 

0 171 

D.I73 

CPUiPVfF 

111* 

2 2)3 

J 333 

2 23* 

MGCPH 

dotss* 

007707 

0.07*17 

0 07113 

MCCPUPvFF 

0<)(>IW3 

000976* 

0.001*73 

0.4)0940* 


SMOKING UB 
UNFA.7ERED CIGARETTES 


ID ft 

1W 

1100 

U91 

7107 

1102 

Addltfv 

Control 

Q*% Urw» 

1 . 0 % Urn 

1.5Y. Urtt 

1 .0% V"* 

Ntcaiuie iMGTcic) 

2»3 

3 291 

J 509 

2)77 

2 850 

puff covr ir (Pi^fiOGj 

* 312 

9 201 

• 791 

• 254 

• Ml 

CPU (710/GKf) 

30410 

31062 

31121 

2! 501 

31013 

ntcjpufr 

0 7*1 

0 279 

0 29) 

’ 0299 

0 237 

CPAWVFf 

3654 

3 544 

3 923 

3574 

3 40 

Mocrw 

• 07681 

0 07991 

OOW39 

0 09017 

0 00531 

NfOCPttruFF 

OOW24* 

■ 009621 

0 C47PU7 

0 009761 

0 000514 


1194 

119$ 

fU* 


ff9f 

rrftft 

nto 


0,6% AC 

10% AC 

f.5« AC 

1.0% AC 

P.5S ABC 

f.OXAflC 

m ABC 

2.0% ABC 

3 30* 

2 46# 

2S90 

3 41* 

2703 

3 399 

3511 

2719 

1 09* 

9 418 

131* 

1023 

1 oo 

• 28) 

1411 

IMI 

2# 59# 

22 994 

»«« 

29 71 1 

30 11* 

mho 

29 952 

31 HI 

0 293 

0J*J 

0 30f 

0 301 

0 311 

0)10 

0719 

■ JM 

3t»4 

3 MS 

3 331 

3 579 

3*13 

3(14 

3 614 

3473 

, 007097 

• 09238 

0007*2 

001110 

009000 

o oim 

0 08311 

OMNI 

00099(5 

0000714 

0 01037* 

0010492 

D 0)0411 

0010(87 

OOU5SS4 

0 001177 


ID ft 1349 

Addltiva OAP Control 

tflCOT) W£ {MQ03J 3771 

/WFcowr ■ s*r 

CPU [MO'OG) MM} 

NKJPVfF f«J 

crnrvff 3 «oj 

moc pu oarm 

MOCPMPlfF 0 00MJ5 


U4f 

1U1 

fUJ 

l.PJt DAP • 

7.0% DAP 

3.0% DAP 

JIM 

1370 

2 Ml 

• 327 

OH) 

530# 

31384 

33*41 

34017 

0151 

0 211 

0271 

3 071 

3712 

3*57 

00*920 

PK070 

007528 

0008131 

00*7710 

0.008097 
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Table 3. Leaf Lab Data (or fjn«j 
(used In Trend Staflsfical At$fsi&) 



ADDITIVE ■ 

PERCENT 

ADDITIVE 

text ■* 

X NITROGEN 

*TV» 

KMCOTINE 

XTRS 

f4l 

comnot 

0 DT 

M«S 

lift 

C04 

2 20 

7.5 

5 47 

UREA 

Q5* 

1150 

3 31 

053 

7.M 

J.J 

540 

UREA 

1.0# 

11*1 

3 SI 

069 

no 

74 

447 

URE*r- 

74# 

11*7 

314 

OBfl 

no 

n 

5 43 

l»EA " 

3 OH. 

tin 

3*4 

07t 

no 

7.2 
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H. A. Sudholt 
J. N. Johnson 


Statistical Evaluations of the Effects of 
Ammonium Carbonate, Ammonium Bicarbonate, Urea 
and Dlanmoniun Phosphate on Smoke pH, Smoke Data 
i and Deaf Chemistry 


fsincsta 

the C^are 
cicfippites 
n ^ e 

phosphate , 
bicarbenat 
additives 
carbonate 
percent a 
were seen 
add!lives 
affected b 
increased, 
from leaf 
on a per c 
a per puff 


Q 449 Analytical Support 


al analyses c£ Smoking Lab data, it was shown that 
with additives had higher values than the control 
either filtered or unfiltered cigarettes in: 1) 
garette for ammonium bicarbonate and diammonium 
icctine per puff for ammonium, carbonate, ammonium 
diamacnium phosphate, 2 J nicotine per CPM for all 
) nicotine per CFM per puff for ammonium 
no statistical analyses, it was shown that ae 
e levels were increased, corresponding increases 
tfa comparative smoke pK and in tobacco pH for all 
t diainrocnium phosphate. Tobacco nicotine was not 
additives. As the percent additive levels were 
responding increases were seen in nicotine transfer 
ke for either filtered or unfilterad cigarette* 
tte basis for urea and diammonium phosphate and on 
asls for ammonium carbonate. 



INTRODUCTION: 

The effects of different concentration levels of the additives 
urea a_mrr.oniuxn carbonate (AC), ammonium bicarbonate (ABC}, ^tnd 
jdiammonium phosphate (DA?) on smoke pH and smoke data on filtered 
cigarettes and leaf chemistry were reported in two previous 
m£jD 02 :anda (1,2). This memorandum reports results of statistical 
evaluation of the previously reported smoke data, smoke pH and 
leaf chemistry data. In addition, this memorandum includes smoke 
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catfi from the cigarettes with the filters removed and results 
fret tiie statistical evaluation of 'this data. 

For each measured smoke variable, group and pairwia* statistical 
analyses were performed or. Individual smoke date from filtered 
and unfiitered cigarettes. The objective was to determine if 
nfiftu diffarences between the cigarette* at ell concer.crauior.e 
for a single additive were greater than would be ejected by 
chance end, if so, which concentration lsvel cigarettes were 
diffarant from the control. 

Statistical trend analyses were performed on the average 
values of Nmoke data from filtered and unfiltered cigarettes, 
smoke pH, ijlpililf chemistry data and calculated values of percent 
nicotine transfer from leaf to smoke of filtered and unfiltered 
cigarettes^" ‘1$ie objective was to determine if the measured 
variables ased, decreased or did not correlate ee the 

percent acfilBire level was increased. 





The cigar 
sfirenccitn 
cons^ict 
{thC^pnt 
contai'iiin 

leveU. 
details c 
information 

Group and 
Cnfiltere 




l containing urea, ammonium carbonate {JLC) or 
onata {A5C) were made with an Old Gold 85 
The additives were applied to the tobacco at 0% 
0.5%, 1.0%, 1.5% and 2.0% levels. The cigarettes 
were made with a Newport 85 construction and the 
■plied at 0.4% I the control) , 1.0%, 2,0% and 3.0% 
to the two previous memoranda 11,2) for further 
g pertinent blend and application process 


iwe Analyses on Smoking Lab Data - Piltarafl and 


Uaing gro\$S^PfcfttifiCical analysis for each Smoking Lab measured 
variable, |^§g^M determined if mean differences among the 
cigeretref'^t >11 concentration levels of a single additive were 
greater tipAi^uld be expected by chance. Each group consisted 
of the values of the measured variable for a single additive at 
ail concentration levels including the control level. 

In the group analysis, if a significant difference for the 
measured variable ves found, then that meant that cigarettes at 
one or more concentration levels were different from cigarettes 
at other concentration levels or from the control. The pairwise 
tests would then be performed for the measured variable to 
determine which concentration levels were significantly different 
from the control. 

In the group analysis, if no significant differences wore found, 
then that meant that none of the cigarettes at any concentration 
level were significantly different from each other, or from the 
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control cigarettes, 
not performed. 


In these cases, the pairwise analyses were 




The group statistical analysis used was One Way Analysis of 
Variance (ANOVA) and the pairwise statistical analysis used 
was either Dunr. ‘ s cr iMHieCt's Pairwise Multiple Coirparison. 

The statistical analyses war* run at a 95% confidence level. 

Dunn ’ b and Dunhett's tests are advanced forms of the student 
t-test. Dunnect’e test was used when the sample sires were egua.! 
and turn's test v&c used when the sample sines were not espial. 




The Smoki 
these pro 
cigarette 

4) me r.icgpt 
and 7) r.iic 
were perf 
measured 
were two 
coo tainin 
nine to t 
,diammoniu 

the snpke 
luLbfmiirbho 
fil 





lab measured variables, which were analyzed using 
pairwise tests, were: 1} mg nicotine per 

kg CPU per cigarette, 3} puff count par cigarette, 
* "*■ per puff. 51 mg CPK per puff, 6) nicotine par CPb 
per CPK per puff. Group and pairwise analyses 
using the individual measurements. For each 
le. at each additive concentration level, there 
individual meaaurentries on the cigarettes 
ammonium carbonate cr ammonium bicarbonate and 
ins ividuai measurements on the cigarettes containing 
phato. Each individual measurement was made or. 
ctec from five cigarettes using standard Smoking 
e cigarettes were smoked and analysed with the 
ith the filters removed. The Smoking Lab data used 
es are shown in Tables 1 through 4. 



£=££££ 

statistic 

there was 

additive 

positiva 

increased, 

correlati 

measured 

no signifi 

and the me 

level was 

increased. 



ends analyses vert performed to determine i£ 
sociation between increasing levels of percent 
d and the different measured variables. A 
ation meant that as the percent additive 
measured variable also increased, while a negative 
t that ae the percent additive increased, the 
le decreased. No correlation meant that there was 
relationship between increasing levels of additive 
d variable. In short, a s the percent additive 
increased, the measured variable should have either 
decreased cr not correlated. 



The statistical analysis used to determine the presence of these 
trends was the Pearson Product Moments Correlation run at a 9 5% 
:on£idence level. • Correlations were performed om 1) Smoking 
,ab data for cigarettes with filters ar.d with filters removed, 

2) Leaf Lab data for final blend tobaccos, 3} smoke pn da.ta for 
filtered cigarettes and 4) calculated values.of nicotine transfer 
from leaf to smoke using cigarettes with filters and with filters 
removed. 
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smoking Lob Data Trends - Filtered and Tniilterod cigar*tt»B 

Che followiuQ Szncking Lab measured variables were tasted for 
correlation to parcant additive increases: 1) mg nicotine per 
cigarette, 2) mg CPh per cigarette. 3} puff count per cigarette, 
4) mg nicotine per puff, 5) mg CrK per puff, 6) nicotine per CPh 
end 7) nicotine per CFh per puff. The data, shown in Table 5, 

| were the average of two to five individual measurements for the 
cigarettes containing the additives of urea, AC or ABC ar.d the 
average of nine to ten individual maasur®m®ntfl for the cigarettes 
containing the addi civs DAP . Each individual measurement was 
made on the smoke collected from five cigarettes using standard 
Stroking Lap methods. The cigarettes used were made with the 
final biend'^^taining the additives and were smoked either with 
the filterfe^Mwith the filters removed. 

Leaf Dab 


The following Leaf Lab measured variables were tested for 



correlttioi 
2} percent 
percent totalT 
samples us< 
obeccos c< 
LrenUrts ta 




Filtered c 
smeke pH da 
individual 
the averac 
Each indiv 
fiv® cigar 
data used 
in Table 7 


Nicotine T 
Onfilterad 



ercer.t adfiitivo increases : 1) percent nitrogen, 

ii volatile bases (TVS), 3) pcrc&nt nicotine, 4) 
educing substances (TRS) and 5) tobacco pH. The 
the Leaf Lab analyBoe were the final blend 
ins’ the additives. The data used in the Leaf Lab 
al analyses are shown in Table 6. 

ends - Filtered Cigarettes 

tes were used in the smoke pH analyses. The 
ed in the correlations were the average of three 
ureraente for the additives of urea. AC and ABC and 
wo individual measuresnents for the additive HAP. 
measurement: was made on the smoke collected frcai 
using a ccnparative smoke pK method {1,2} . The 
smoke pH trends statistical analyses are shown 


r from Leaf to Smcka Trends * Filtered and 

■ttme 



The percent transfer 
calculated using the 
leaf and the Smoking 
puff count per cigar 
e Smoking Lab data 
ith filters removed 
both a per cigarette 
data used tc make th 
the data used in the 
analyses. 


of nicotine from leaf to smoke was 
Leaf Lab data of percent nicotine in 
Lab data, of mg nicotine per cigarette, 
ette and the grams cf tobacco per cigarette, 
were from the cigarettes with filters and 
The nicotine transfer was calculated on 
and a per puff basis. Table S lists the 
ese calculations, an example calculation and 
nicotine percent transfer statistical 
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RESULTS; 

Croup and Pairwise Analyses on aachlrf 
gafiltered Cic*r> 1 1 a? 


- Filtered and 



The Smoking Lab data for filtered and unfiltered cigarettes whic] 
were tested fcr group and pairwise correlations were; 1) mg 
nicotine per cigarette, 2) mg CFM par cigarette, 3} puff count 
per cigarette, 4) mg nicotine per puff, 5) mg CPM per puff, 6) 
nicotine par CFh and 1) nicotine per CPM per puff. 

From the results of the group analyses, displayed below, it was 


shewn that ^ch 
ifliithe measure^ 

. core addi tin/e 

^^iffarectes 
Control. 
iypfound in: uT 

per CPK per^J 


sr e were statistical differences for the majority of 
Ptfrinbies. This meant that cigarettes atone or 
t concentration levels war* different from 
^olher additive concentration levels or from the 
gdll four additives, statistical differences were 
nicotine per cigarette for both filtered and 
g^ettes, 2) puff per cigarette ar.d nicotine per 
u-gd cigarettes and 3} nicotine per C?N and nicotine 
fir for unfiltered cigarettes. In CPK per puff for 
alettes, for all four additives, no cigarettes at 


sfcy concent ration level were different from the control. 


Unfiltered Cigarettes 


Not 

£totis tie&lly 
Signifleant 



For the samples which were found to be significantly different 
using the group analyses, the pairwise tests were performed to 
determine which additive level concentration cigarettes were 
different from the control cigarettes. The result* of these 
tests are displayed on the following page. In the cases where a 
statistical difference was found using the pairwise teat, the 
average percent difference relative to the control ia given. 


rv^- ; v . 
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Additive 


Hr»4 

* 1 . 0 % 


IP SAMPLE ^ DirFTEFNT FKOM CONTROL, It Ig Marked *f* and % DIfTTOHJCF REIJnTVE TO COttTROL Ic given 

It SAMPLE IS NOT DmmiE>m,FKOH CONTROL. it. iff Marked *-* 


nlc/clg 


NF' 


CFtJ/cig 


NF 


^ic/CPM 


NF 


CTM/pUf f 


oic/CFM/pult 


NF 


On» 

• 3.0% 


AC 

9 0.51 


AC 

9 l.tl 


AC 

« 1.5% 


AC 

« 1 . 0 % 


ABC 
• 0.5% 


ABC 
• 1 . 0 % 


ABC 

aim 



4 ROTE: P = Piltered Cigarettes and IIF - Not Filtered Cigarettes 
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In nine cises £cr filtered cigarettes and 
for ur.iiltered cigarettes, saa^les at all 
were -eignificantiy different from the con 
filtered cigarettes and in four cases for 
samples at all concentration levels excep 
siffnificantly different iron the control, 
indicate that above a threshold ccncentra 
have a significant effect on the measured 
twenty-one cases are in bold typefacs on 


in seven cases' 
concentration levels 
trol. Jn one case for 
unfiltered cigarettes 
t the lowest ware 
These results 
cion, the additives 
variable. These 
the preceding page, 



t In most cf the remaining cases, either no significant differences 
relative teethe control were found or lower concentration levels 
were found signifieantly different while higher 

concantrat^i' Tisvels were not found to be a ignif ic&ntly 
different. Th% latter indicates that the additive concentration 
evel in tlfersger bases was not the cause for the differences found. 


The values 
were etudi 
threshold 
eigniflean 
f the eve 
lative t 
tnean#^^iat 
the ^taajrrol 
“ 

ur.rilfcetec 
relative c 
meant that 
the control 




e percent, diffarance relative to the control 
the twenty-one cases in which, above an additive 
oration, the cigarettes containing additives were 
Afferent from the control cigarettes. In nineteen 
e cases, the values ot percent difference 
ejcontrol were positive values. Positive values 
igarettes with additives had higher values than 
garettes for the Treasured variables. In two cases 
u££ and nicotine per C?K per puff for DAP in 
ettftfl - most of the values of percent difference 
control were negative values. Negative values 
igarettes with additives had lower values than 
r»ttee for- the measured v&rlehlas. 


In conpirit 
^cigarettes,; it 
ithe two. 

Effects or 
:f iltered 
: cr.Cfcr.tr a 
^measured v. 
relative to the control, 
ter cigarette for ABC, 2) 



e results obtained for filtered tad UJifiltcred 
as found that there was good agreement between 
ndicated that filtration-was not changing the 
dditives. In seven pairs of cases, for both the 
iltared cigarettes, above a threshold, 
e additives had a significant effect on the 
e and positive values for percent differences 
Thee* seven cases were: 1) nicotine 
CPK per cigarette for DAP, 3) puff per 


cigarette for DAP, 4) nicotine per puff for AC and ABC and 5) 
nicotine per CPh for AC and ABC. 
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Trend* 




S=toJei.n€' 5ata r^eraia • Pilt-ar^d auorS unfilter•£ CigarattBi 

The Smoking hah measured variablee which were tested for 
correlation no percent additive increases were: 1) my nicotine 
t per cigarette, 2 1 my C?0 per cigarette. 3) puff cour.c per 
| cigarette. 4} mg nicotine per puff. 5) mg CFM per puff, 

5} r.icotif.e per CPM and 7} nicotine per CPM per puff. 

The correlation results from the Pearson Product Moment 
? Correlation era displayed below. The majority of the measured 
variables showed no correlation to increasing concentration c£ 
additives.^ 

Trends ver^r found for three measured variables - nicotine per 
•puff for ^n unfiltered cigarettes and CFM per purf for ABC 

f in betb fiItJErH. and unfilt«r*d cigarettes - in which previously 
no signifis^t^^^tiifterencea wore found using the group analyses of 
the indjyjlues . This indicates that these trends were not 
statioticall^yP^fgnif icant after all, but instead were due to 
randomly dJ^^^:utsd data. 

d for eight measured variables - 1) nicotine per 
A? for filtered, cigarettes, 2) CPM per cigerecte 
for BA? fox both filtered and unfiltered 
r*icotine par puff for AC for unentered 
licotine per CPM for uraa for unfiltered 
) nicotine per CPM per puff for AC for unfiltered 
which previously significant differences were 
roup analytes . This is a further indication 
were statistically significant. 



w; 

-- 

j£ Cigarettes 

Unfiltered Cigarettes 

Meafeubed 

Vaz;^lc 

n hj 
o 0 
v to 


| No Cor. 

Pos , 

Cor . 

Neg. 
Cor . 

No 

Cor. 

nic§w4y 

DAF 


g-—— -—- 

* urea AC ABC 

- 

- 

urea AC ABC DAP 


DAP 


urea AC ABC 

BAP 

- 

urea AC ABC 

Puff i££Q 

DA? 

- 

urea AC ABC 

DAP 

- 

urea AC ABC 

nic f 


- 

urea AC ABC BAP 

urea’* 

AC 

- 

ABC DAP 

CPM/puff 

- 

ABC- 

urea AC DAP 

- 

ABC* 

urea AC DAP 

nic/CPM 

- 

— 

urea AC ABC DAP 

urea 

- 

AC ABC DAP 

nic/CPM/ 

puff 

- 


urea AC ABC DAP 

AC 

• 

urea ABC hap 


* NOTS: Net etatieticaily significant based on results from the group analyses 
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Leaf l*o-b Data, ^nr.ds 




The Leai Lab data which war* tested. £or corralatiori to percent 
acjditive ir.crtaBee were: 1) percent nitrogar.. 2) percent total 
volatile bases (TVB), 3) percent nicotine, 4) percent total 
reducing substances (TRS) and 5) leaf pH, The correlation 
results from the Pearson Product Moment Correlation are listed 
below. Half of the analyses showed a positive correlation. 

This meant that increase* in the measured variable corresponded 
to increase* in the percent additive. Pox all additives, percent 
nicotine did net correlate to increases in the percent add itive. 


Me ssured ■ : Xi r i 

Positive 

Negative 

No 

Variable 

Correlation 

Correlation 

Correlation 

% Nitroge^. | 

urea AC 

- 

ABC DAP 

% TVB yli 

ires AC ABC DAr 


1 

% NicctirieJ j 

- 

- 

uraa AC ABC DAP 

% TRS 

urea 

- 

AC ABC DAP 

Leaf pH L.'TT.ZI 

AC ABC DAP 

- 

urea 




•he 
;ie 

ammonium c 
percent a 
in smoke pH 
ElAF . Thes 

Kicoti: 


Using the 
Correlatio 
additives, 
and increa 
increases 



relation results from the Pearson Product M omen t 
was shown that, for the additives of urea, 
ate and ausnonium bicarbonate, as the level of 
e was increased, ccrrespending increases were seen 
o such correlations were seen for the additive 
relations car. bo seen graphically in Figure 1, 

a na for bate Trends 


felation results from the Pearson Product Moment 
splayed below, it was shown that for most of the 
esie was no correlation between nicotine transfer 
levels of percent additive. For four analyses, 
n nicotine transfer corresponded to increase! in 
percent additive. Those positive correlations were: on a per 
cigarette basis for urea and DAP in filtered cigarettes and for 
urea in unfilterad cigarettes and on a per puff baeis for AC in 
unfiltered cigarettes. 



Filtered 

Cigerettos 

Unfiltered 

Cigarettes 

Nicotine 

Poc . 

Nag . 

No Cor. 

Pos . 

Neg. 

No 

Transfer 

Cor. 

Cor. 


Cor. . 

Cor. 

Cor. 

per 

cigarette 

urea DAP 


AC ABC 

urea 

- 

AC ABC DAP 

I293E91 



urea AC ABC DAP 

AC 

- 

urea ABC DAP | 


-9- 


. j*n. , 


.library.ucsf.< 


undustrydocuments. ucsf.edu/docs/zjgl0001 


88029447 


52312 1454 






FILE No. 494 OS/24 *S7 10:59 !D:L0RILLftRD LEGhL DEPT3 


PftGE 2* 


OB/24/B7 10:34 


tT810 373 6640 


WRILUXD *SE 


2)024 


CONCLUSION : 


I 


<* 

j - ’ 
afc 

f' 

ir? 


K- 


* ■' 

* 


sis-' 

* 

% 
■fc •• 


gnoking Lil: Data - rlltinii UrLflltared Clcrarafctae 

From statistical trend an&lysee of Smoking Lab data on filtered 
and unfiltered cigarettes containing three or four different 
ccnctntrations of the additives urea, ammonium carbonate, 
ainmonium bicarbonate or di ammonium phosphate, it was found that 
as the percent additive was increased, corresponding increases 
vara seen in the following measured variables: 
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igarette for diantnonium phosphate, 
er puff for ammonium carbonate, 
er CPM for urea and 

er CPM per puff for ammonium carbonate. 

ujfed. variables. there was no trend, where increasee 
variable corresponded to increases in th« percent 
there was a threshold effect, k threshold effect 
ve an additive threshold concentration, the 
les were higher for cigarettes with additives 
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ive presant. This threshold effect is illustrated 
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Froic trend analysis of leaf chemistry data, it vac found that as 
percent additive was increased, the following measured variables 
chewed corresponding increases : 

percent nitrogen for urea and ammonium carbonate > 
percent TVS for ail additives, 
percent TR5 for urea and 

leaf pH for ammonium carbonate, ammonium bicarloonate and 
diaaroonium phosphate. 

?or all additives, percent leaf nicotine did not increase as 
percent add^^ivje was increased. 
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Table 2. Smoke Data for Individual Anafyfgjs - used In Group 
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TablfrB. PERCENT TR 
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(MGTUG) pwdg. 
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FlLTERC-%aOAnETTES: 
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% PERCENT TRAN5FER 
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FORMULAS AND EXAMPLE CALCULATION U9ING UREA @ 0 S%, UNFILTERED CIGARETTES 


... Formula for % Nicotine transfer on per dg. basis: 

^ j (Ffcoline m Smoke / Tobacco wl.) / Nkx In Lear * 100% 

Example: 

x! (2.29 mg nfc/dg f 0.637b tob/rig ) / O.Q233g nic/g lob * 1g t lOOOmg * 100% - 11.7% 

Formula for % Nicotine transfer on per puff basis: 

((NiCOllne in Smoke /Tobacco wl ) / Nic. in Leal) / PUFF COUNT * 100% 

Example: 

{(2.29 mg nic/dg t O.B37g totVoig} ( 0.0233g nic/g toll) / 8 2 puffs/dg * 1g ? lOOOmg * 100% =1.4% 

i 
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Figure 1. Smoke pH vs. % Additive 
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Figure 2. Threshold Effect vs. Trend Effect 
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T.I. STATEMENT ON “ADDITIVES" 


As you know, the then Surgeon General raised 


0 . i ‘ various questions with respect to cigarette "additives" 
vj/.i/i.-C' in his report released in Januarv. In considering this 

iMpmsM K ■ ' 

.matter ther^pp^|:e a few basic points to be considered. 

*ip£ir-s£, the cigarette manufacturers that are 

Tobacco Institute are not aware of any 


members o 
*substanti 
flavoring 






his inter 
facturers 



entific evidence suggesting that the 

merican cigarettes involve any hazard to 

s connection, it is my understanding that 
£ \/6.!ma ies M/r>r/K*7^rn 

er carefully joviov . «o each new flavoring 

A 

ve that it contemplates adding to any of 


d, since the Surgeon General first expressed 

4. icr- trf , 

cigarette additives last year, the manu- . 

A 


cooperated by submitting to him.lists of 

Z-r t/Mf* . 

cigarette flavorings or other additives, awA their .'A-'" 

A 

representatives met with him to determine the feasibility 
of providing additional information as to flavorings in 
current use. As pointed out to the Surgeon General, 
and as he appeared to recognize, the precise mixes of 
flavorings used in individual brands have considerable 
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competitive significance and are closely guarded trade 
secrets. Indeed, insuring the confidentiality of these 
trade secrets is an important and continuing concern of 
the cigarette manufacturers. 

It bears reemphasizing that there is no substan- 

, JaCA'h-fic. 

tial evidence that the cigarette flavorings currently in 

A 

jted States present any hazard to health. 

•i . 

ur member companies, there are several ! 

i ! 

is. -Moat of the flavorings in today's 
rette have been in use since the 1940's and 
;inest tobaccos have always been the essence 
in cigarette. Flavorings merely fine tune 
|the introduction of new flavorings represents 

Refinement. We believe.thafc - tho to t al "fitunbj 

ings, industry-wide, since is 

probably *in the neighborhopd—crf^fifteen to twenty, used 
primarily! in_j?oTii^ection with low-tar and ultra low-tar 


04—equal— importance f It is our understanding 

[ -Ca/gJu rA.f'bert 

that every cigarette manufacturer - reva. < w s caretuuy) any 

’ 

new flavoring proposed to be added to any of its cigarettes. t/f 

-—-— nv 

We are informed that the fundamentals of this revie w 
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/ U l followed by each of the companies are similar ./ An importan 


^ / -—-' 

f ** ' aspect is the thorough review of the published scientific, 
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PLAINTIFFS 

EXHIBIT 

/ (X 


UNITED STATES DISTRICT COURT FOR THE EASTERN 
DISTRICT OF NEW YORK 


THE NATIONAL ASBESTOS 
WORKERS MEDICAL FUND, et al. 

\ 

Plaintiffs, 


ILIP MORRIS INCORPORATED 
tiiip Morris U.S»Alpe| al. 



Case No. 989 Civ. 1492 (JBW) 


EXPERT REPORT OF 
DR ALEXANDER WHITE SPEARS III 




EXP] 


Defendants. 


iPORTOFDR. ALEXANJ 


fITE SPEARS III 


GROUND 


HJALI1 


TONS; 


lam the ChS rman of the Board of Lorillard Tobacco Company. I have worked for 


Ltffil|ard Tobacco Conpgffly and related entities (collectively “Lorillard”) from 1959 to the present. 



I&$^ uate d from AllegBeny^College in 1953 (B.S.) and received my Ph.D. in chemistry from the 


Iniversity ofN 


In add 



k in Buffalo in 1960. 


my current positions with Lorillard, I have served in the following 



bns at Lorillard since 1959; Research Associate (1959), Senior Research Chemist, Greensboro 
on (1961 -65), Director, Basic Research (1965-68), Vice President, Research and Development 


(1971-75), Senior Vice President, Operations and Research (1975-79), Executive Vice President, 
Operations and Research (1979-1991), Vice Chairman and Chief Operating Officer (1991-95), and 


egacy. library, ucsfi 
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Chief Executive Officer (1995-98). I have also served as a n instructor of chemistry at Millard 
Fillmore College from 1958 to 1959 and as an Assistant Professor of Chemistry at Guilford College 
from 1961 to 1965. 

I am currently a member of the American Chemical Society, the American 
Association for Advancement of Science, the Society for Applied Spectroscopy, and the New York 
emy of Science^ I have served on the Editorial Board of Tobacco Science Journal from 1966 
69; as an advisefrt^Sl National Cancer Institute from 1968 to the late 1970s; a Member of the 
tific Commissi^^^^ORESTA from 1972 to 1976; a member of the U.S. Technical Study 
:p. Cigarette Sa of 1984 from 1984 to 1987; a member of the U.S. CPSC Technical 

Cigarette Act of 1990 from 1990 to 1993; Chairman of the Board of 
if§ctors f(||jg| Cen Ef orindoor Air Research from 1991 to 1995 (and a member from 1988 to the 
nt); ahSwas an^Billofthe Board ofDirectors for the Council for Tobacco Research-U.S.A., 
•om 1990 to the x>£ i&w t. 





asory Group, Fit 




1 havp^sopontributed research in the areas of pyrolytic reactions and products, 
froscopy, chromttography, analytical methods, structure of natural products, and tobacco and 



SUMMARY OF OPINIONS 

I am being listed as a fact and expert witness in this matter. This report sets forth the 
cpefriestimony that I may offer at trial. I am expected to give testimony regarding the research, 
design, testing and manufacture of Lorillard cigarettes during the relevant time period. 


gacy. library. ucsf.< 
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I may testify about Loriliard’s historical awareness of reports regarding the possible 
relationship between smoking and health and the actions Loriliard took in response to those reports, 
including Lorillard’s cooperation with Dr. Wynder’s research attempts to determine the possible 
f relationship between cigarette ‘tar” and lung cancer. I may also testify about the limitations of the 
f"scientific methodology used from time to time in the research relating to smoking and health issues, 


rimj^ding mouse skin painting and animal smoke inhalation studies. 

I about research Loriliard has sponsored or conducted in-house on 


J smc^ng and health 


including research relating to the chemical composition of cigarette 


|e. I may also t^^^^onceming Lorillard’s efforts to reduce selected components of smoke 
.time and other research efforts, including Lori Hard’s and others’ research in the areas 





ciliastasis, and lung clearance mechanisms. 

m the subject of cigarette design and the reduction in “tar” and nicotine 


lejjj in cigarettes in several decades. I may testify that, in designing cigarettes, Loriliard 

has responded to scieaiifk^nd public health concerns and to smokers’ demands. I may also testify 



ming Loriliard’ 

I may i 



s to modify its products over the years. 

ionceming scientifically acceptable standards for the demonstration of 


c||g|iion of chronic diseases in humans. I may also testify that the statistical associations upon 


cigarette smoke has been reported to be a risk factor for human diseases do not themselves 
Si proof of causation in a scientific sense. 
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I may testify about my experience as technical adviser to the National Cancer 
Institute’s Tobacco Working Group from 1968 to the late 1970s and offer my expert opinion on the 

results of research sponsored and reviewed under its auspices. I may testify that Lorillard and other 

\ 

menpers of the tobacco industry cooperated with and shared research ideas and results with the 
f"National Cancer Institute’s Tobacco Working Group. 

I also may testify about the opinions and basis thereof expressed by the plaintiffs’ 
;sses relating tollffllette design and manufacture, including any allegations pertaining to 
‘smffker compensatn^^^otine “manipulation,” “spiking,” reconstituted tobacco, pH, ammonia 
idditives, allegai|5Vg>out Lorillard research and development efforts, and allegations about 
ty research or^p^led “safer cigarette.” 

lay D^jScId to comment on the opinions expressed by other witnesses in this case 
le evidence on Wffit^hey rely, to the extent such evidence or opinions are within the scope 
expertise. 

My e%>eete4 testimony and opinions may be based upon my education, training, 
ing, research, pejS^Jsxperience and expertise, my review of pertinent scientific information 
literature, other irUg^Ughon reasonably relied on by members of the profession, and my review 
formation, testimony, and documents concerning this case. I may also rely on documents and 
lals used by or relevant to the issues raised by plaintiffs’ expert witnesses. Included in my 
Sumeilum Vitae, a copy of which is attached hereto as Exhibit A, is a list of my publications upon 
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which I may also rely. In addition to the materials and information described herein, I may also base 
my testimony on the following internal Lori Hard documents: 


T \ 



1. Summary of the Effects of Ammonium Carbonate, Ammonium Bicarbonate, 
Urea and Diammonium Phosphate on Smoke pH, Smoke Data and Leaf 
Chemistry; 

2. Statistical Evaluations of the Effects of Ammonium Carbonate, Ammonium 
jg^BlIbonate, Urea and Di ammonium Phosphate on Smoke pH, Smoke Data 

Chemistry; and 

3. j£Sb0&fTect of Diammonium Phosphate (DAP) on Smoke pH and Nicotine 



into the 


le rr^^ffls upon which I rely are either publicly available or have been produced 
a Dc^^feht Depository. I will not be separately compensated for my services as 


ipert in this action. 





Dr. Alexander W, Spears III 
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DEPOSITION AND TRIAL TESTIMONY OF ALEXANDER W. SPEARS HI 

NOVEMBER, 1995 - PRESENT 


DATE 


November 16, 1995 
November 22, 1995 

December 13, 1995 

anuary 17, 1996 

February 26,1996 
bruary 28, 1996 

5, 1996 

—4 

arch 18,1996 | 

1 17 ' 18 > 1996 f 

- 14, 1991 
April 15, 1997 | 

11, 1997 L 





1997 


1, 1997 
19, 199*: 

3-25, 19< 

, 1998 


une 24, 1998 
tember 25, 1998 
:nuary 25, 1999 
18,1999 
March 5, 1999 
May 19, 1999 


TYPE OF TESTIMONY 


Trial Testimony 


Deposition Testimony 
Deposition Testimony 
Trial Testimony 


Trial Testimony 
Trial Testimony 
Trial Testimony 
Deposition Testimony 
Deposition Testimony 
Deposition Testimony 
Trial Testimony 


Deposition Testimony 


Trial Testimony 


Deposition Testimony 
Trial Testimony 
Deposition Testimony 
Deposition Testimony 
Trial Testimony 
Trial Testimony 
Deposition Testimony 
Trial Testimony 


CASE 


Braun 


Newman 


Lesnick 
Florida - AG 
Broin & Engle 
Son se 
Sorise 


Barnes ; Frosina : Hoberman : Hoskins ; 
Small ; Florida - AG ; Texas - AG : Zito 

Broin 


Minnesota - AG 
Dunn 

Washington -AG 
Minnesota - AG 
Engle 

Engle 

Butler 


Butler 
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DEPOSITION AND TRIAL TESTIMONY OF ALEXANDER W. SPEARS III 

NOVEMBER, 1995 - PRESENT 


CASE 


NY Individual Actions: Anderson : 
Brand : Evans : Gruder; Guilloteau : 
Helien; lacono : Knutsen; 
Krochtengek Leiderman: Litke: 


Lucca: Maisonet: Perez: Piccione; 


Reitano: Rinaldi: Schwartz: Siegel: 


DATE 

TYPE OF TESTIMONY 

June 16. 1999 

Deposition Testimony 
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ALEXANDER WHITE SPEARS 111 

Chairman 

Lorillard Tobacco Company 
714 Green Valley Road, Greensboro, NC 27408 


Residence: 
Place of Birth: 






[DELETED] 

Grindstone, PA ([DELETED] 1932) 

A. W. Spears, M.D. (dec.) and Eva Elliott Spears (dec.) 

B. S. Allegheny College, 1953 

Ph.D. State University of NY at Buffalo, 1960 

Shirley Spears 

uff Stewart Spears 
>rmy, 1953-55 

trch Associate, State University of NY at Buffalo, 1956-58 

trch Fellow, ibid., 1958-59 

FrGctor, Millard Fillmore College, 1958-59 

irch Associate, P. Lorlllard Company, 1959-61 

tant Professor, Guilford College, 1961-65 

Bemetr Research Chemist, Greensboro Division, P. Lorillard 

tetany, 1961-65 

or, Basic Research, P. Lorillard Company, 1965-68 

Director, Research and Development, Lorillard, A Division of Loews 
Theatres, Inc., 1968-71 

Vice President, Research and Development, Lorillard, A Division of 
Loews Theatres, Inc., 1971-75 

Senior Vice President, Operations and Research, Lorillard, A 
Division of Loews Theatres, Inc., 1975-79 





Executive Vice President, Operations and Research, Lorillard, A 
Division of Loews Theatres, Inc., 1979-85, Lorillard, Inc., 1985-89, 
Lorillard Tobacco Company, 1989-91. 
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Alexander WhHe Spears Hi 



Vice Chairman and Chief Operating Officer, Lorillard Tobacco 
Company, 1991-95. 

Chairman and Chief Executive Officer, Lorillard Tobacco Company, 
1995-99. 

Chairman, Lorillard Tobacco Company, 1999 to present. 

Lorillard, Inc., Board of Directors, Chairman, 1995-1999. 

Lorillard Tobacco Company, Board of Directors, Chairman, 1995 to 
present. 


Professional 

M^Sili^ships 


Beta 

Actfc 



|^j||||ican Chemical Society; Society for Applied Spectroscopy; 
^NewjYork Academy of Science; Sigma Xi; American Association 
Advancement of Science; Who's Who in America; Who's 
N^^in Finance and Industry; Who's Who in Science and 
|||pif|eering. Distinguished Achievement Award in Tobacco 

Philip Morris, 1970. Honorary Chairman, 1994 Kmart- 
^gfH IRer Greensboro Open. 1994 Junior Achievement Business 
ffii|djrs Hall of Fame. 1994 YMCA Hall of Fame. YMCA Honorary 
Pofe^llember, 1 996 * . Honorary Appointment to American 
^liWiature Society, 1998. Guest speaker at the Tobacco 
N^^hants Association 84 lh Annual Dinner Meeting, 1 999. 1 999 
pWKMnal Brotherhood Award by the National Conference for 

S unity and Justice. 

. al Board, Tobacco Science Journal, 1966-69; Advisor, 

Cancer Institute, 1968-78; Member, Scientific Commission 
p8&ta$RESTA, 1972-76; Testimony before the Federal Trade 
Commission regarding development of method for tar and nicotine 
determination, 1966; Testimony before the U.S. Senate 
Subcommittee on Health and the Environment of the Committee on 
Energy and Commerce for Its Hearing on H.F. 1880, 1983; 
Testimony before the New York Legislature Senate Finance 
Subcommittee on Fire Safety and Assembly Subcommittee on 
Volunteer Firemen, 1 984. Member, U.S. Technical Study Group, 
Cigarette Safety Act of 1984 - 1984-87, and of the U.S. CPSC- 
Technical Advisory Group, Fire Safe Cigarette Act of 1 990 - 1990- 
93. Chairman, Board of Directors, Center for Indoor Air Research, 
1991-95 (member, 1988 to present); Member, Board of Directors, 
The Council for Tobacco Research-U.S.A., Inc., 1990-99. 
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i 


Testimony before the Subcommittee on Commerce, Consumer 
Protection and Competitiveness regarding fire-safe cigarettes HR 
293 and HR 673, 1990. 


Areas of Research: 



Pyrolytic Reactions and Products; Spectroscopy; Chromatography; 
Analytical Methods: Structure of Natural Products; Tobacco; Foods. 




f’r 
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Community 

Activities: 


Board of Directors, Greensboro Chamber of Commerce, 1974 & 
1975, 1986 & 1987, 1996-99 , Chairman, 1997. Member, 
Greensboro Community initiative, 1996- . Chairman, Council on 
Education, 1974. Nathaniel Greene Award, 1975. Executive 
Committee, 1987, 1997. 

Chairman, Model School Task Force, jointly sponsored by the Board 
of Education of the Greensboro Public Schools and the Greensboro 
Chamber of Commerce, 1975. 


Board of Directors, United Way of Greensboro, 1980-85; 1997-99. 
Cabinet Chairman, United Way of Greensboro, 1999. Campaign 
''Chairman, United Way of Greater Greensboro, 1999. 



ember, North Carolina Humanities Committee, 1978-81, 


Cental Chairman, Bennett College/United Negro College Fund, 
Campaign. 

I^^Der, The Governor’s Business Committee for Math & Science 
iEtljckion, 1983-84. 


IBtWcJ of Directors, North Carolina Citizens for Business and 
BwBitrv. 1984-88. 

Cfiirnan, Greensboro Public School Fund, 1987. 


sboro Area Chairman, Triad Girl Scouts Capital Campaign, 



frapt! of Directors, N.C. A & T University Foundation, 1985-93. 

of Trustees, 1990 - ; Secretary, 1995-97, Vice Chairman, 
1997-99; General Chairman, ’’Focus on Excellence" Fund-Raising 
Campaign, 1984-86. 

Board of Directors, Greensboro National Bank, 1980-91; Vice 
Chairman, 1 989; Executive Committee, 1987-91. 

General Chairman, Greensboro Historical Museum Capital 
Campaign, 1988, 1989; Board of Trustees, 1989 - . 

Business Advisory Board of University of North Carolina at 
Greensboro, Joseph M. Bryan School of Business & Economics, 
1988-94. 
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Board of Directors, Greensboro Development Corporation, 1 985 - ; 
President, 1992-94; Executive Committee, 1987-; Economic 

Development Committee, 1991-94; Forward Guilford II Executive 

Committee, 1998 - . 






Board of Directors, Greensboro Metro YMCA, 1989-96; Chairman, 
1993-95; Executive Committee, 1991-97; Chairman, Hayes-Taylor 
Capita! Campaign 1990. YMCA Hall of Fame, 1994. YMCA 
Honorary Life Member, 1996 - . 


Board of Visitors-Chairman, Greensboro College, 1990-95. 





of Trustees, Guilford College, 1995 - ; Board of Visitors, 

, 1991. 

of Directors, National Conference of Community and Justice 
. National Conference of Christians and Jews), 1990-92; 

an, 1991 NCCJ Annual Brotherhood Citation Dinner, 
sboro Chapter. 1 999 National Brotherhood Award by the 


Sidmont Triad Airport Authority, member, 1993 - ; Treasurer, 
■97; Vice Chair, 1997-99. 

jjory Council, North Carolina Center for Nonprofits, 1999 -. 
per, Greensboro Sports Council, 
er. Rotary Clubs of Greensboro, 
er, First Presbyterian Church, Greensboro, NC. 
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Publications: 


U.S. Patent Literature 



"Metabolic Alteration of 2-Methylthio-4-Amino-5- 
Hydroxymethylpyrimidine (Methioprim)." Proceedings for the 
Society of Experimental Biology and Medicine, 102: 239 (1959). 
Slotnik, Irving J., Spears, A. W., and Tieckelmann, H. 




"The Synthesis of Some 2,4,5-Trisubstituted Pyrimidines." Journal 
of Organic Chemistry, 25: 2137 (1960). Peters, E., Minnemeyer, 
H.J., Spears, A.W., and Tieckelmann, H. 


"The Synthesis of Phthaioyltauryl Peptides." Journal of Organic 
iQhemistry, 26:1498 (1961). Spears, A.W. and Tieckelmann, H. 


‘h^Determination of Saturated Hydrocarbons in Cigarette Smoke 
terrcfensate." 16th Tobacco Chemists’ Research Conference, 
Spears, A.W., Lassiter, C.W., and Bell, J.H. 

titative Determination of Alkanes in Cigarette Smoke." 

1 of Chromatography, 34 (1963). Spears, A.W., Lassiter, 



Wl and Bell, J.H. 


antitative Determination of Phenol in Cigarette Smoke." 
ical Chemistry, 35:320 (1963). Spears, A.W. 



tive Filtration of Volatile Phenolic Compounds from Cigarette 

1 Tobacco Science, 7:76 (1963). Spears, A.W. 


"A Combined Approach to the Quantitative Analyses of the Volatile 
fonents of Cigarette Smoke." 18th Tobacco Chemists' 

'ch Conference, October 20-22, 1964, Raleigh, NC. Spears, 
ind Routh, W.E. 



"An in Vitro Technique for Studying the Ciliastatic Properties of 
Solutions, Gases, and Aerosol." 18th Tobacco Chemists’ Research 
Conference, October 20-22, 1964, Raleigh, NC. Spears, A.W., 
Tryviates, G.P., and Schultz, F.J. 


"Determination of Moisture in Total Particulate Matter." Tobacco 
Science, 10:75 (1966). Schultz, F.J. and Spears, A.W. 


"The Contributions of Tobacco Constituents to Phenol Yield of 
Cigarettes." Tobacco Science, 10: 138 (1966). Bell, J.W., 
Saunders, A.O., and Spears, A.W. 


i f -V 
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"Difference in Ciliotoxicity of Cigarette Smoke. Comparison of Two 
Exposure Methods. " American Review of Respiratory Disease, 
96:1078 (1967). Dalhamn, T., Rylander, R., and Spears, A.W. 




"The Isolation and Identification of Oxygenated Aromatic 
Hydrocarbons from Cigarette Smoke Condensate." 22nd Tobacco 
Chemists' Research Conference, 1968. Bell, J.H., Ireland, M.S., 
and Spears, A.W. 


"A Convenient Synthesis of the True 6,7-Acechrysene." Journal of 
Organic Chemistry, 34: 1176 (1969). Lewis, C.I., Chang, J.Y., 
and Spears, A.W. 

lification of Alkylated Phenanthrenes in Cigarette Smoke 
Condensate." 23rd Tobacco Chemists’ Research Conference, 

Bell, J.H., Ireland, M.S., Schultz, F.J., and Spears, A.W. 



fication of Aromatic Ketones in Cigarette Smoke 
nsate." Analytical Chemistry, 41: 310 (1969). Bell, J.H., 
I, M.S., and Spears, A.W. 


linary Studies of Substituted Phenanthrene Preparation via 
^tocyclization of Stilbenes and Butadienes.” 23rd Tobacco 
its' Research Conference, 1969. Lewis, C.I., Chang, J.Y., 
F.J., and Spears, A.W. 

^fication of Certain Pofyaromatic Hydrocarbons in Cigarette 
Condensate." 24th Tobacco Chemists' Research 
Confejfence, 1970. Bell, J.H., Ireland, M.S., Schultz, F.J., and 
A.W. 


>rbenzophenone as a Nonradioactive Tracer for Cigarette 
('rribki Gas Chromatographic Analysis of Tracer." American 
Review of Respiratory Disease , 106 :480, 1 972. Lewis, C.I., 
McGeady, J.C., Wagner, J.R., Schultz, F.J., and Spears, A.W. 


"Cigarette Smoke Tracers: Gas Chromatographic Analysis of 
Decachlorobiphenyl." American Review of Respiratory Disease, 
208:367-370, (1973). Lewis, C.I., McGeady, J.C., Tong, H.S., 
Schultz, F.J., and Spears, A.W. 


"Effect of Manufacturing Variables on Cigarette Smoke 
Composition." CORESTA, 1974, Special Information Bulletin, 
pp. 65-78. Spears, A.W. 
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"Summary, Production Factors Affecting Chemical Properties of the 
Flue-Cured Leaf." 28th Tobacco Chemists' Research Conference, 
1974. Spears, A.W. 

"Factors Affecting Smoke Delivery of Nicotine and Carbon 
Monoxide." Published in 1975 Symposium, Nicotine and Carbon 
Monoxide, presented by the Tobacco and Health Research Board, 
Nov. 17-18, 1975, University of Kentucky, Lexington, KY. Spears, 
A.W. 




Chemical and Physical Criteria for Tobacco Leaf of Modem Day 
Sktarettes." Recent Advances in Tobacco Science , 7:19-39 
itfl). Presented at 35th Tobacco Chemists' Research 
kmf^rence, Oct. 6-9, 1981, Winston-Salem, NC. Spears, A.W. 
lOUbnes, S.T. 


prs Involved in the Ignition of Cellulosic Upholstery Fabrics by 
Ittes." J. Fire Sciences , 4^237-260, (1986). Ihrig, A.M., 
s, A.L., Norman, V., and Spears, A.W. 


fence of Flexible Polyurethane Foams on Upholstery 
pn|ric-Foam Mock-ups Ignitions by Cigarettes." J. Fire Sciences, 
llSliS-415, (1987). Ihrig, A.M., Rhyne, A.L., and Spears, A.W. 

"Sjlisitivity of a Cigarette Ignitability Index to Hypothetical Shifts in 
iBR-DiStribution of Upholstery Furniture Fabrics." J. of Fire 

S es, 8, (1989). Rhyne, A.L. and Spears, A. W! 

^rs for Consideration in a Test Method for Cigarette Ignition 
fWpSitsity on Soft Furnishings." J. of Fire Sciences , 13:59-84, 
(iilf|i|. A.W. Spears, A.L. Rhyne, V. Norman. 

"Importance of Research in the Tobacco Industry," A. W. Spears, 
CORESTA Information Bulletin, Zimbabwe, 249, (1994). 
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